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Safer Chemicals Healthy Families (SCHF) and the undersigned groups submit these comments on the
problem formulations developed by the Environmental Protection Agency (EPA) on the initial 10 chemicals
selected for risk evaluations under the newly enacted Frank R. Lautenberg Chemical Safety for the 21
Century Act {(LCSA)."

SCHF leads a coalition of national and grassroots organizations committed to assuring the safety of
chemicals used in our homes, workplaces and the many products to which our families and children are
exposed each day. SCHF and its partners took a leadership role during the LCSA legislative process,
advocating the most protective and effective legislation possible to reduce the risks of toxic chemicals in use
today.

These comments address crosscutting legal and policy issues common to the 10 chemicals as well as several
chemical-specific issues. We are submitting our comments to all ten of the EPA dockets. The comments
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build on earlier SCHF submissions, including our September 19, 2017 comments on the EPA scoping
documents on the 10 chemicals. Many SCHF partner organizations are also commenting on the problem
formulations and we support these comments.

Organizations joining these comments are:

Alaska Community Action on Toxics League of Conservation Voters

Alliance of Nurses for Healthy Environments Learning Disabilities Association of America

Asbestos Disease Awareness Organization Maryland PIRG

Center for Environmental Health Natural Resources Defense Council

Clean and Healthy New York Science and Environmental Health Network

Clean Production Action Texas PIRG (TexPIRG)

Clean Water Action (National) Toxic-Free Future

Clean Water Action (Connecticut) U.S. PIRG

Colorado PIRG (CoPIRG) United Steelworkers

Earthjustice WashPIRG

Environmental Health Strategy Center WE ACT for Environmental Justice

Healthy Building Network Women for a Healthy Environment
OVERVIEW

Through LCSA, Congress amended the Toxic Substances Control Act (TSCA) to establish a new framework for
conducting timely, comprehensive and science-based risk evaluations for chemicals of concern. The law
provides that EPA’s evaluations must be strictly risk-based and must result in a definitive determination of
whether the evaluated substance as a whole presents an unreasonable risk of injury to health and the
environment across its life cycle, without regard to cost and other non-risk factors. In conducting risk
evaluations, EPA must address risks not only to the general population but also to “potentially exposed or
susceptible subpopulations,” including the elderly, children, pregnant women and workers.

On December 19, 2016,% as required by section 6(b)(2)(A) of TSCA, EPA selected 10 chemicals for initial risk
evaluations. These precedent-setting evaluations address substances with widespread exposure and known
health hazards. How EPA evaluates the risks of these chemicals will be critical to whether the public and
policymakers are fully informed about the threats they pose to health and the environment. This in turn will
determine whether EPA follows through with effective risk reduction measures under section 6{(a) of TSCA
that protect at-risk populations. The initial evaluations will also lay the groundwork for overall TSCA
implementation and thus determine whether EPA establishes the robust and protective chemical risk
management program that LCSA calls for.

Unfortunately, the 2017 scoping documents and more recent problem formulations make it increasingly
apparent that the initial 10 evaluations will fall far short of the expectations of Congress and the
requirements of the law. Through a combination of questionable exclusions and loopholes, failure to require
necessary testing, deviations from accepted scientific methods and refusal to accept previous peer reviewed
determinations of risk, the Agency is on a path to produce evaluations that ignore important exposure
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pathways and at-risk populations, disregard evidence of adverse effects and reach misleading and
incomplete conclusions that understate risks and weaken public health protection.

The many shortcomings of the scoping documents and problem formulations are compounded by the June
11 TSCA document for applying “systematic review” methods in the TSCA risk evaluations. As explained in
our separate comments on this document, it would require data on the 10 chemicals to be reviewed using
an arbitrary set of numerical criteria for study quality that has not been peer reviewed and is in conflict with
other systematic review approaches used within EPA and by other federal agencies that have been endorsed
by authoritative bodies like the National Academy of Sciences (NAS). Application of the TSCA systematic
review document will unjustifiably restrict the body of evidence that informs EPA judgments about risk and
hamper the Agency’s ability to use the most relevant and meaningful data for decision-making on the 10

chemicals.

Because the 10 risk evaluations are likely to deviate dramatically from the goals of the law and take a large
step backward in protecting public health, EPA should put them on hold, rethink how they are being
conducted, and reinitiate them in accordance with the law and principles of sound science.

SUMMARY OF KEY POINTS

As described more fully in the body of these comments, we have the following fundamental concerns about
the approach to risk evaluation reflected in EPA’s scoping documents and problem formulations:

® Congress intended the scope of risk evaluations to be defined within six months after their initiation.
Problem formulations are not an authorized step in the risk evaluation process and cannot be used to
revisit issues of scope after the Agency has issued a scoping document in accordance with section
6(b}{(4)(D). The problem formulations on the 10 chemicals are unlawful under TSCA because they go far
beyond the scoping documents in excluding uses, exposures and hazards from the risk evaluations.

{Section |, page 6)

® |n direct contrast to the scoping documents, all the problem formulations provide that EPA will not

consider environmental exposure pathways that could be addressed under other laws administered by
EPA. This approach would remove all environmental exposure pathways — a significant contributor to
human health risk for many chemicals — from the TSCA risk evaluation process. This dramatic narrowing
of TSCA’s scope is contrary to the plain language of the law and will defeat the central purpose of TSCA
reform — to conduct comprehensive risk evaluations on ubiquitous chemicals that examine the impacts
on health and the environment of all of the diverse pathways and modes of release that may result in
harm. (Section Il, pages 7-12)

¢ In an extension of this approach, several of the problem formulations indicate that EPA will not evaluate
the risks of general population exposure to the 10 chemicals. However, if the presence of a chemical in
environmental media — and therefore exposure to the chemical by the general population —is
attributable to its “conditions of use,” there is no basis for excluding this background level of exposure
from EPA’s risk evaluation. Moreover, EPA cannot perform its obligation under the law to “integrate and
assess” information on exposure if it ignores the contribution of general population exposure to the
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overall risk that a chemical poses to subpopulations that have additional sources of exposure. (Section
l1l, pages 12-13)

More broadly, neither the scoping documents nor the problem formulations shed any light on how EPA
risk evaluations will account for multiple pathways of exposure by the general population or
subpopulations. Instead, it appears that EPA will examine each source of exposure in isolation and will
not consider either the combined effect of multiple exposures or the contribution of environmental
releases to overall exposure and risk. This is a violation of TSCA. (Section IV, pages 13-14)

Despite the deep concerns of commenters, the problem formulations reaffirm EPA’s exclusion from its
risk evaluations of ongoing use and disposal of chemical products that are no longer being manufactured
(so-called “legacy uses”). This use and disposal clearly falls within the TSCA definition of “conditions of
use” and its exclusion violates the plain language of the law. As the case of asbestos illustrates,
discontinued products may be ubiquitous in the built environment and their contribution to current and
future exposure and risk may greatly dwarf that of the few products that remain in commerce. To ignore
this source of risk would deprive the public, scientists and regulators of important information about
threats to public health and prevent policymakers from taking meaningful action to protect at-risk
populations. (Section V, pages 14-16)

Further narrowing the scope of risk evaluations, EPA has determined that it will not address recently
discontinued uses of chemicals. The goals of TSCA would be defeated if manufacturers of unsafe
chemicals could circumvent scrutiny simply by ceasing production for specific uses before EPA
completes a risk evaluation of those uses and then later re-entering the marketplace free from any
restriction or determination of risk. This scenario is of particular concern where the product phase-out is
in response to agency scrutiny and intended to avoid the consequences of an adverse risk finding and
subsequent regulatory action. Although EPA claims that discontinued uses are not “conditions of use” as
defined in TSCA, the future resumption of these uses can be “reasonably foreseen” and thus would
satisfy the statutory definition. By including such uses in its risk evaluation, EPA could then ban or
restrict them permanently under section 6(a), providing certainty to the marketplace and long-term
public health protection. (Section VI, pages 16-18)

Our groups have repeatedly called for EPA to identify data gaps that limit its ability to reach definitive
conclusions about the health and environmental effects of the 10 chemicals. However, the problem
formulations make a minimal effort to identify the absence of data on the 10 chemicals and address
how lack of information will impact the conclusions reached in the risk evaluations. In the face of
material data gaps, an unqualified conclusion that a chemical does not “present an unreasonable risk of
injury” to health could not be defended under TSCA and would misinform the public about the
chemical’s safety. Thus, EPA should be explicit about the health and environmental end-points that lack
adequate data and exclude these end-points from its determinations of unreasonable risk. It should also
use its TSCA authorities to require manufacturers to conduct testing to develop adequate data for a
defensible risk evaluation so that future assessments can be informed by a comprehensive dataset.
{Section VIi, pages 18-23)

The problem formulations indicate that conditions of use that present de minimis risks will not be
further analyzed or addressed in risk evaluations. However, EPA has provided no general criteria for
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determining levels of exposure that are insignificant. Nor has it provided any information to
demonstrate that the uses it plans to drop lack meaningful exposure potential, either in themselves or in
relation to their contribution to overall exposure. EPA may have some latitude to devote greater effort
to some exposure scenarios than others, but this does not excuse ignoring particular conditions of use
based on the unsubstantiated claim that their risks are negligible. (Section VIII, pages 23-24)

As the asbestos risk evaluation illustrates, EPA has also dropped from consideration significant health
end-points known to be linked to exposure to the chemical. This omission is likewise contrary to TSCA's

comprehensive approach to evaluating risk. (Section IX, pages 24-25)

Six of the 10 chemicals — asbestos (and Libby amphibole asbestos}, trichloroethylene (TCE), methylene
chloride (MC), carbon tetrachloride (CTA), perchloroethylene (PERC} and 1,4-dioxane — have been
assessed under the EPA Integrated Risk Information System (IRIS). The IRIS process is the Agency’s
authoritative mechanism for reviewing available studies and characterizing the health effects of
chemicals. The problem formulations, however, indicate that EPA will revisit the interpretation of
studies already evaluated in IRIS using its highly questionable TSCA “systematic review” method that has
not been peer reviewed. This may lead to departures from IRIS determinations of the “best available
science” and “weight of the evidence.” Reopening IRIS findings would harm the public by prolonging
uncertainty on issues that have been addressed and resolved through an authoritative and transparent
process. In rare cases where significant new data (since the IRIS assessment) are available, the EPA TSCA
program should rely on the IRIS program to review, assess, and if appropriate incorporate any new
information using a systematic review method that is consistent with the state of the science. (Section X,
pages 25-28)

EPA has proposed to ban certain uses of TCE and N-methylpyrrolidone (NMP) under TSCA section 6(a)
based on comprehensive exposure and risk assessments of these uses, including its peer reviewed IRIS
assessments on TCE. However, the problem formulations indicate that EPA intends to reopen these
completed assessments and delay regulatory action despite serious threats to public health. This is
unjustified and unnecessary. EPA should finalize the proposed rules without delay. (Section XI, pages 28-
29)

Occupational exposure is significant for nearly all of the 10 chemicals and should be a major focus of
EPA’s risk evaluations. The problem formulations indicate that when evaluating occupational risks, the
Agency will heavily weigh applicable workplace standards. Although these standards may be relevant,
EPA should not presume that they are fully protective of workers or that their existence can be equated
with the absence of unreasonable risk. OSHA and EPA apply differing standards of protection by law;
several OSHA standards are obsolete and do not reflect best available science; OSHA standards do not
cover all workers with exposure to regulated chemicals; compliance with OSHA standards is uneven and
variable; and as EPA has recognized, some of the industrial hygiene strategies embodied in OSHA
standards — such as labels and respirators — are known to be of limited effectiveness in protecting
workers. EPA should explicitly recognize these considerations in determining whether risks to workers
are unreasonable under TSCA. (Section Xli, pages 29-32)
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. The Problem Formulations Have No Basis in the Law and Improperly
Narrow the Scope of the 10 Risk Evaluations

Section 6(b}{4)}{D) of amended TSCA provides that, “not later than 6 months after the initiation of a risk
evaluation,” EPA must “publish the scope of the risk evaluation to be conducted, including the hazards,
exposures, conditions of use and the potentially exposed or susceptible subpopulations the
Administrator expects to consider.” There is no authorization in the law for issuing a “problem
formulation” document at a later point in time to further refine, expand or narrow the scope of the risk
evaluation. Nor is this step identified in EPA’s final risk evaluation framework rule issued under TSCA
section 6(b)(4}(B).

Nonetheless, when it released its scoping documents for the 10 chemicals in June 2017, EPA announced
that it was also developing problem formulations.? It justified this step on the basis that it had been
unable to process all the information gathered during the scoping process and the scoping documents
were not as “refined or specific” as EPA had hoped. Although the problem formulations may have
performed a useful role under these unigue circumstances, we do not support repeating this step for
additional risk evaluations that EPA conducts. The intent of Congress was to provide clear notice to the
public of the scope of risk evaluations within six months after they are initiated. This goal will be
undermined if EPA retains the discretion to revisit issues of scope throughout the risk evaluation process
and to continuously modify the hazards, uses and exposures that its evaluations will address.” Thus,
problem formulation should be a one-time activity, limited to the special case of the first 10 chemicals,
and not part of the risk evaluation process in the future.

We are also concerned that the problem formulations on the 10 chemicals go far beyond the scoping
documents in excluding uses, exposures and hazards from the risk evaluations. Not only are these
exclusions not justified under TSCA® but they narrow the evaluation significantly after its scope had been
established in accordance with section 6{b}(4)(D). Since problem formulation is not a recognized step in
the risk evaluation process or a substitute for scoping under LCSA, it cannot be used to narrow a risk
evaluation’s scope after-the-fact. Thus, the additional exclusions established in the problem
formulations are unlawful.

%82 Fed. Reg. 31,592 (July 7, 2017).

¢ Thus, instead of taking comments on proposed scoping documents and addressing them in final scoping
documents issued six months after a risk evaluation is initiated, EPA is now requesting comments on scope issues
20 months into the risk evaluation process. EPA plans to release draft risk evaluations by the end of 2018. Thus, it
will be unable to review the comments and modify the evaluations without delaying their completion. In practice,
this creates a high likelihood that the comments will be ignored. EPA admits as much by acknowledging that it
plans to respond to the comments only when the risk evaluations are final.

® EPA’s final risk evaluation rule, in contrast to its proposal, would permit the Agency to select which conditions of
use to address in risk evaluations. 82 Fed. Reg. 33726 (July 20, 2017). SCHF and several of its partner organizations
argued in their comments on the proposal that the law requires the Agency to address all conditions of use in its
evaluations. Along with several other groups, SCHF is challenging EPA’s contrary interpretation in its petition for
judicial review of the risk evaluation rule. Safer Chemicals Healthy Families v. EPA, 17-72260 (9th Cir.) Regardless
of the cutcome of this challenge, we believe that EPA has no basis to narrow the risk evaluation to exclude
conditions of use once they have been included in its scope.
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i EPA’s Extreme Approach of Removing All Environmental Exposure
Pathways from Risk Evaluations Is Contrary to the Plain Language and
Structure of TSCA and Will Defeat the Central Purpose of TSCA Reform

In direct contrast to the scoping documents, all 10 of the problem formulations provide that EPA will not
evaluate the risks of “exposure pathways that are under the jurisdiction of regulatory programs and
associated analytical processes carried out under other EPA-administered environmental statutes —
namely, the Clean Air Act (CAA}, the Safe Drinking Water Act (SDWA), the Clean Water Act (CWA), and
the Resource Conservation and Recovery Act (RCRA).”® EPA’s rationale for this blanket exclusion is that it
“believes that certain programs under other Federal environmental laws adequately assess and
effectively manage the risks for the covered exposure pathways.” As the Agency explains, “[tlhe
provisions of various EPA-administered environmental statutes and their implementing regulations
represent the judgment of Congress and the Administrator, respectively, as to the degree of health and
environmental risk reduction that is sufficient under the various environmental statutes.”

Since the laws cited by EPA potentially apply to all releases into the environment, the effect of EPA’s
approach would be to remove environmental exposure pathways in their entirety from the TSCA risk
evaluation process. This extreme approach is without any basis in the text of the law and will defeat the
central purpose of TSCA reform — to conduct comprehensive risk evaluations on ubiquitous chemicals
that examine the impacts on health and the environment of all of the diverse pathways and modes of
release that may result in harm. Environmental media — air, surface water, groundwater, drinking water
and waste — are known and pervasive sources of exposure for many substances. Any risk evaluation that
fails to account for their contribution to total exposure will provide the public with a misleading and
incomplete account of their potential to harm human health and fail to identify critical opportunities for
risk reduction.

A. TSCA Risk Evaluations Must Examine Total Risk and Consider All Contributors to
Exposure and Conditions of Use

Risk evaluations under TSCA section 6{b}{4)}(A) must determine “whether a chemical substance presents
an unreasonable risk of injury to health or the environment.” These evaluations must therefore examine
the totality of risks presented by the substance, taking into account all contributors to exposure,
including not just its presence in the workplace or consumer products but its releases into the
environment. indeed, under the plain language of the statute, EPA’s focus expressly includes risks to the
environment in addition to human health. “Environment” is defined in section 3(6) to include “air, water
and land and the interrelationship which exists among and between air, water and land and all living
things.” If EPA excludes the chemical’s presence in environmental media (air, water and soil} and the
impacts on the environment of that presence on humans and other living things, then it cannot meet its
obligation to determine environmental risks.

Section 6(b}{4}(A) also provides that a risk evaluation must also determine the substance’s risks under
“the conditions of use.” This broad term spans the entire life cycle of a chemical. It is defined under

6 See, e.g., Problem Formulation of the Risk Evaluation for Carbon Tetrachloride {May 2018} at 13.
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section 3(4) to mean “the circumstances . . . under which a chemical substance is intended, known or
reasonably foreseen to be manufactured, processed, distributed in commerce, used or disposed of.”
The “circumstances” to which the definition applies clearly include air emissions and water discharges
from industrial facilities as well as releases to environmental media during disposal. For EPA to exclude
all such environmental releases from its risk evaluations would remove from the application of the law a
large category of “conditions of use” that Congress directed EPA to address.’

B. Environmental Exposure Pathways Are Central to Chemical Prioritization, Risk
Evaluation and Regulation under Section 6 of TSCA

Other provisions in section 6 confirm the need to consider environmental releases as part of chemical
prioritization and risk evaluation. For example, storage near significant sources of drinking water is a
factor that EPA must examine in its process for designating chemicals as high- or low-priority under
section 6(b}(1){A). Similarly, under both this provision and section 6{b){2}(D), chemicals with significant
potential for persistence, bioaccumulation and toxicity (PBTs) must receive preference in the selection
of substances for high-priority listing. PBTs are of concern because of their presence in environmental
media and potential to concentrate in animals and humans as they are distributed in air, water and soil
taken up the food chain. If EPA does not consider environmental release pathways of PBTs in evaluating
their risks, it would be pointless to designate them as high-priority since the ensuing evaluation could
not meaningfully address the contribution of environmental exposure pathways to total risk.

Paralleling the expansive definition of “conditions of use,” the regulatory authorities in section 6(a) of
the law empower EPA to take a broad array of actions to restrict chemical exposures and releases in
order to eliminate unreasonable risks to health and the environment. Under the original law, EPA in fact
used section 6(a) on a number of occasions to curtail environmental releases of toxic chemicals.® Indeed,
section 6(a){6)}{A)} authorizes EPA to impose a “requirement prohibiting or otherwise regulating any
manner or method of disposal of such substance or mixture, or of any article containing such substance
or mixture, by its manufacturer or processor or by any other person who uses, or disposes of, it for
commercial purposes.” The authority to regulate disposal (a broad concept that can include virtually any
release of wastes into air, water or land) would be meaningless if EPA did not use risk evaluations under
section 6(b) to identify disposal activities that present an unreasonable risk of injury and are subject to
restriction under section 6(a).

7 As SCHF and its co-petitioners have argued in their brief in Safer Chemicals Healthy Families v. EPA, the statute
gives EPA no discretion to exclude any conditions of use from risk evaluations, let alone the broad universe of
environmental releases that occur during manufacture, processing, use, distribution in commerce and disposal of a
chemical substance.

®0fthe 6 existing chemicals EPA regulated under section 6 under the original law, the prevention of
environmental releases was the basis for three of these regulatory actions. In 1978, EPA banned nonessential uses
of fully halogenated chlorofluoroalkanes as propellants in aerosol spray containers because of concerns that these
chemicals were destroying the upper atmosphere’s ozone layer. In 1980, EPA promulgated a rule prohibiting
Vertac Chemical Company and others from removing for disposal certain wastes containing 2,3,7,8-
tetrachlorodibenzo-p-dioxin (TCDD) stored at Vertac’s Jacksonville, Arkansas, facility. The rule also required any
persons planning to dispose of TCCD contaminated wastes to notify EPA 60 days before their intended disposal. In
1994, EPA promulgated a rule to eliminate emissions of hexavalent chromium from comfort cooling towers.
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C. TSCA Legislative History Demonstrates that the Law Was Intended to Address
Environmental Releases that May Be Within the Purview of Other Laws

If Congress had intended a blanket exemption for environmental releases from risk evaluations under
section 6(b} and regulation under section 6{a), it surely would have said so explicitly given the far-
reaching impact of such an exemption. Not only is there no such exemption in the law, but its legislative
history and structure demonstrate that Congress intended TSCA to provide a comprehensive framework
for identifying and managing chemical risks, including those that derive from environmental exposure
pathways and could be addressed under other environmental laws.

The comprehensive scope of TSCA was underscored in the legislative history of the original law.
Congress recognized that then-existing environmental laws were “clearly inadequate” to address the
“serious risks of harm” to public health from toxic chemicals. H.R. Rep. No. 94-1341, at 7 (1976); see S.
Rep. No. 94-698, at 3 (“[W]e have become literally surrounded by a manmade chemical environment. ...
[Tloo frequently, we have discovered that certain of these chemicals present lethal health and
environmental dangers.”). While other federal environmental laws focused on specific media, such as
air or water, none gave EPA authority to “look comprehensively” at the hazards of a chemical “in total.”
S. Rep. No. 94-698, at 2. Congress designed TSCA to fill these “regulatory gaps,” S. Rep. No. 94-698, at 1,
through a comprehensive approach to chemical risk management that considered “the full extent of

human or environmental exposure,” H.R. Rep. No. 94-1341, at 6.

In amending TSCA in 2016, Congress sought to promote “effective implementation” of the 1976 law’s
objectives. See S. Rep. No. 114-67, 114" Cong., 1™ Sess. (2015) at 2. At the time it strengthened TSCA,
Congress affirmed that the intent of the original law—to give EPA “authority to look at the hazards [of
chemicals] in total,” S. Rep. No. 894-698, at 2—remained “intact.” S. Rep. No. 114-67, at 7. Indeed, ina
statement accompanying the law’s passage, its Senate Democratic sponsors underscored that, with the
expanded authorities conferred by Congress, TSCA should not be “construed as a ‘gap filler’ statutory
authority of last resort” but “as the primary statute for the regulation of toxic substances.”® Excluding all
pathways of chemical exposure through air, water and soil from risk evaluations would be directly
contrary to these Congressional expectations.

D. TSCA Section 9(b) Provides that EPA Must Decide Whether TSCA or Another Law is the
Best Vehicle for Risk Management Only After Evaluating the Risks of a Chemical’s
Environmental Releases under TSCA

In the 1976 law, Congress recognized the need to coordinate use of TSCA with implementation of other
environmental laws. However, it chose to do so not by excluding environmental releases from the
purview of TSCA — the approach EPA is pursuing now. Instead, it established a framework for
determining, on a case-by-case basis, whether the risks of particular chemicals are best addressed under
these laws or under TSCA. Thus, section 9(b}{1} of TSCA provides that EPA may use TSCA regulatory
authorities if it “determines, in [its] discretion, that it is in the public interest to protect against [a
particular] risk by action taken under this Act” but should use other environmental laws if it determines

? Congressional Record — Senate 3517 (June 7, 2016).
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that “a risk to health or the environment ... could be reduced to a sufficient extent by actions taken
under” these laws.

In 2016, Congress underscored the chemical-specific focus of this analysis by revising section 9(b)(2) so
that, in deciding whether to regulate under TSCA or another law, EPA must “consider ... all relevant
aspects of the risk” in question and make a “comparison of the estimated costs and efficiencies” of
addressing the risk under TSCA and other laws. Commenting on this language, the law’s Senate
Democratic sponsors explained that it allowed EPA to regulate under other laws in lieu of TSCA only
where the “Administrator has already determined that a risk to health or the environment associated
with a chemical substance or mixture could be eliminated or reduced to a sufficient extent by additional

actions taken under other EPA authorities.”*®

This approach presupposes that EPA has already used the TSCA risk evaluation process to identify the
risks of a chemical and the exposure pathways contributing to those risks and thus has an informed basis
to determine whether they “could be eliminated or reduced to a sufficient extent” under another law. If
EPA has not examined the specific pathways of environmental exposure and their contribution to total
risk under TSCA, then it cannot conduct the analysis that section 9(b} requires because it will be unable
to evaluate the relative strengths of using TSCA or another law to eliminate the risk. By presuming that
other laws are always superior to TSCA in identifying and reducing the risks of chemicals in
environmental media, EPA’s blanket exclusion of environmental releases thus turns section 9(b) on its
head.

E. Contrary to EPA, There is No Basis to Conclude that Other Environmental Laws are
Equivalent in Scope and Protectiveness to TSCA

EPA’s position that other environmental laws should displace TSCA risk evaluations for a// chemicals
arbitrarily assumes that these laws provide equivalent protection of public health and the environment
and that there is no added benefit in addressing environmental pathways of exposure under TSCA. But
in reality these other laws vary greatly in the degree of protection they afford against chemical risks and
the extent of their application to unsafe chemicals. These limitations are precisely why Congress gave
EPA comprehensive authority over chemical risks under TSCA in 1976 and strengthened that authority in
2016.

The 2016 TSCA amendments establish a risk-basic framework for EPA’s decisions on chemical safety and
set a high standard of protection of health and the environment. Under section 6(b)(4}(A), TSCA risk
evaluations must: “determine whether a chemical substance presents an unreasonable risk of injury to
health or the environment, without consideration of costs or other non-risk factors” (emphasis added).
This determination must be for both the general population and “potentially exposed or susceptible
subpopulations.” Once an unreasonable risk is identified, TSCA section 6(c}{1) requires EPA to issue a
rule under section 6(a) to address the risk. Section 6(a), in turn, directs that this rule must restrict the
chemical “to the extent necessary so that the chemical substance no longer presents such risk” — again
assuring protection of potentially exposed or susceptible subpopulations. As EPA has recognized, it

994.
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cannot lower this level of protection based on consideration of costs and benefits.™* Although the rule
must be accompanied by an economic analysis, the restrictions it imposes must be sufficient to
eliminate the unreasonabile risk identified in the evaluation. Indeed, the 2016 TSCA revisions were
explicitly designed to remove the cost-benefit framework required under the old law because it had
impeded meaningful regulation of unsafe chemicals.*

TSCA's strict risk-based framework for chemical risk management is not mirrored in most environmental
laws that govern releases to air, water and soil and disposal of waste. For example, the standard-setting
process to establish discharge limits for chemical and other pollutants under the Clean Water Act (CWA)
is technology-based and does not allow for consideration of risk.”* The same is true of several provisions
of the Clean Air Act {CAA) that regulate emissions from new and modified stationary sources of pollution
and mobile sources.™ In addition, the primary CAA mechanism for controlling industrial emissions of air
toxics calls for EPA to set standards requiring Maximum Achievable Control Technology (MACT), an
approach that does not take into account risks to health, although any “residual risks” can be addressed
in a second stage of rulemaking.™

Even statutes that do allow for consideration of risks also direct EPA to weigh cost and other economic
factors. The Safe Drinking Water Act (SDWA), for example, requires cost-benefit balancing in setting
limits for drinking water contaminants, the very approach rejected in the 2016 TSCA amendments.*® The
Comprehensive Environmental Response, Compensation, and Liability Act (CERCLA)}, which governs the
remediation of contaminated sites, focuses on health protection but also directs EPA to take into
account costs and technical achievability.”” And importantly, most of these laws do not include TSCA’s
explicit protections for potentially exposed or susceptible subpopulations at higher risk than the general
population. In short, the bulk of EPA-implemented environmental laws lack the high level of
protectiveness and exclusive focus on eliminating unreasonable risks that Congress demanded in its
recent TSCA revisions.

Equally important, in comparison to TSCA, the scope of regulation under other federal environmental
laws is limited: these laws generally apply to only a subset of the substances that may present risks to
health or the environment and only a subset of the facilities whose environmental releases contribute to
these risks. For example, air toxics emission requirements in the CAA only address 189 Hazardous Air
Pollutants (HAPs) designated by Congress in the 1990 CAA amendments*® and only large industrial
emitters that meet the CAA definition of “major source” are subject to emission limits." Similarly,
CERCLA cleanups encompass a statutory list of hazardous substances® and disposal requirements under

"see proposed rule banning TCE use in vapor degreasing, 82 Fed. Reg. 7432, 7439-41 (Jan. 19, 2017).
25, Rep. No. 114-67, at 4.

Y 33U.5.C.§1317.

42 U.S.C. §§7411,7475.

42 Us.C. §7412.

42 U.S.C. §300g-1

Y42 U.s.C. §9621.

¥ 42 U5S.C. §7412(b).

Y42 us.C. §7412(a)(1).

%42 U.S.C. §9601(14).
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the Resource Recovery and Conservation Act (RCRA) only apply to those wastes that EPA has designated

21
as “hazardous.”

Industrial discharge limits under the CWA only apply to regulated “toxic” pollutants®
and the CWA’s water quality framework involves a complex mix of state and federal standards that vary
across regions, may not address all pollutants that threaten human health and often do not result in
uniform levels of protection. These basic gaps in coverage are painfully evident as EPA and states
struggle to address widespread contamination and threats of harm to human health resulting from the
extensive use and environmental release of Per- and polyflucroalkyl substances (PFAS). Despite their
significant risks, PFAS chemicals are not regulated as HAPs under the CAA, drinking water contaminants

under the SDWA, hazardous substances under CERCLA or toxic pollutants under the CWA.

While EPA may have authority to expand the reach of its environmental laws to include previously
unregulated toxics, it cannot do so without first evaluating the risks of these chemicals. With limited
exceptions, however, EPA has no obligation under its environmental laws to assess the risks of
unregulated chemicals or even to update its understanding of the hazard and exposure profile of those
substances that are regulated. In practice, moreover, EPA’s other regulatory programs have limited
resources and many competing priorities, including those required by specific statutory provisions
and/or court orders. Thus, there is little likelihood that previously unaddressed chemical risks will be
evaluated by these programs. Indeed, many existing environmental standards are decades old and no
longer reflect the best available science but EPA’s environmental media programs lack the bandwidth
and inclination to update them based on current understanding of risks to human health and the
environment. For all these reasons, by precluding the use of TSCA to determine the health and
environmental impacts of chemical releases to air, water and soil, EPA is effectively closing the door to
any meaningful evaluation of these impacts — and, thus, to the use of TSCA or other laws to restrict
those releases that are found to be unsafe.

In sum, exclusion of all environmental releases from TSCA risk evaluations is contrary to the wording,
intent and purposes of the law and will inevitably mean that serious threats to health and the
environmental are neither identified nor addressed.

lll.  Thereis No Legal or Technical Justification for Excluding General
Population Exposure from EPA’s Risk Evaluations

Several of the problem formulations indicate that EPA will not evaluate the risks of general population
exposure. As stated in the PERC problem formulation:

EPA does not plan to consider and analyze general population exposures in the risk evaluation
for PERC. EPA has determined that the existing regulatory programs and associated analytical
processes have addressed or are in the process of addressing potential risks of TCE that may be
present in various media pathways (e.g., air, water, land) for the general population. For these
cases, EPA believes that the TSCA risk evaluation should focus not on those exposure pathways,

242 U.S.C. §6921.
242 US.C. §1317(a).
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but rather on exposure pathways associated with TSCA uses that are not subject to those
regulatory processes.”

This approach is unjustified for the reasons discussed above. If the presence of a chemical in
environmental media — and therefore exposure to the chemical by the general population —is
attributable to its “conditions of use”, there is no basis for excluding this background level of exposure
from EPA’s risk evaluation. The claim that this exclusion is justified because “existing regulatory”
programs apply to environmental releases is unsupported by the law: in accordance with section 9(b)},
EPA must first determine the risk resulting from environmental releases through a TSCA risk evaluation
and then determine whether the risk is best addressed under TSCA or other EPA-administered

environmental laws.

The goal of risk evaluations under section 6(b}{4)(A) is to determine the risks presented by a chemical as
a whole, not the risks of individual uses and pathways in isolation. Moreover, section 6{b)(4)(F) directs
EPA to take into account “the likely duration, intensity, frequency and number of exposures under the
conditions of use of the chemical substance” and to “integrate and assess available information on
hazards and exposures for the conditions of use." This integrating analysis cannot be performed if some
pathways of exposure are excluded simply because they involve environmental media and could be
subject to other laws. As the House Report for original TSCA emphasized, “[i]ntelligent standards for
regulating exposures to a chemical in the workplace, the home or elsewhere in the environment cannot
be set unless the full extent of human or environmental exposure is considered.”**

The background levels of a chemical in the environment may present an unreasonable risk to the
general population in their own right or they may add to other sources of exposure to present an overall
risk to specific populations that is unreasonable. In either event, EPA cannot discharge its obligations
under the law unless it determines and takes into account the background levels of a chemical to which
the general population is exposed.

IV. EPA’s Continues to Fail to Explain What Methodology It Will Use to
Account for Multiple Exposure Pathways that Increase Overall Risk

The law’s clear requirements for evaluating and protecting against risks to “potentially exposed or
susceptible subpopulations” further underscore EPA’s obligation to consider all contributors to exposure
and risk, including a chemical’s presence in environmental media. In order to determine whether a
subpopulation may be at greater risk because it has greater exposure than the general population, the
Agency must first quantify general population exposure and then determine how this exposure is
increased because of exposures in the workplace, through products, as a result of environmental
releases or because of other pathways that affect a particular subpopulation. To protect these
subpopulations, EPA’s focus must be on whether the total risk they face, considering all sources of
exposure, is unreasonable. If one or more contributors to exposure are ignored, groups who are at

 problem Formulation of the Risk Evaluation for Perchloroethylene (May 2018} at 73.
* House Rept. No. 94-1341, supra, at 6.
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greater risk than the general population because of multiple exposure pathways will be inadequately
protected.

Recognizing the need to account for the impact of multiple sources of exposure, TSCA section
6(b}{(4}(F}{ii} requires risk evaluations to describe whether aggregate or sentinel exposures to a chemical
were considered and the basis for that consideration. To properly apply either or both of these
approaches in a risk evaluation, EPA must determine in advance what methodology it will employ and
then incorporate it in the risk evaluation design in sufficient detail to describe the key data sources it will
use to assess exposure and how they will be used.

EPA has not done this. Disappointingly, neither the scoping documents nor the problem formulations
shed any light on how EPA risk evaluations will account for multiple pathways of exposure by the
general population or subpopulations. Instead, it appears that EPA will examine each source of exposure
in isolation and will not consider either the combined effect of multiple exposures or the contribution of
environmental releases to overall exposure and risk. This is a violation of TSCA.

V. Ongoing Use and Disposal of Chemical Products that are No Longer
Being Manufactured Fall Within the TSCA Definition of “Conditions of
Use” and Cannot Be Excluded from Risk Evaluations

Among the 10 chemicals are substances, such as asbestos and HBCD, that contribute to ongoing
exposure and risk as a result of historical manufacturing and processing activities that have been
discontinued. In many cases, the current and foreseeable risks associated with these activities are
significant. Nonetheless, the problem formulations, like the scoping documents, take the position that
they are outside the scope of risk evaluations. As stated in EPA’S asbestos problem formulation:

In the case of asbestos, legacy uses, associated disposals, and legacy disposals will be excluded
from the problem formulation and risk evaluation, as they were in the Scope document. These
include asbestos containing materials that remain in older buildings or are part of older products
but for which manufacture, processing and distribution in commerce are not currently intended,
known or reasonably foreseen. EPA is excluding these activities because EPA generally interprets
the mandates under section TSCA § 6{a)-(b) to conduct risk evaluations and any corresponding
risk management to focus on uses for which manufacture, processing or distribution is intended,
known to be occurring, or reasonably foreseen, rather than reaching back to evaluate the risks
associated with legacy uses, associated disposal, and legacy disposal, and interprets the
definition of conditions of use in that context. *

EPAis incorrectly interpreting the provisions of LCSA. The definition of “conditions of use” in section 3(4)
includes the “circumstances ... under which a chemical substance is . . . known or reasonably foreseen
to be ... used ordisposed of.” Where a chemical is performing an ongoing in situ function as a result of

® problem Formulation of the Risk Evaluation for Asbestos (May 2018) at 8.
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previous manufacturing and processing activity, that function comprises a current “use” of the chemical
that is “known” to be occurring.”®

For example, although asbestos may no longer be sold as insulation, the asbestos insulation installed in
millions of US buildings continues to perform insulating functions and thus is a current ongoing “use” of
asbestos. Installed asbestos-containing building materials (ACBMs) represent one of the largest sources
of asbestos accessible to the general public in the US, and the largest asbestos-exposed population
consists of people who occupy buildings and homes with ACBMs. Maintenance and construction
activities involving ACBMs are also frequent and widespread and account for the largest present-day
increase in mesothelioma illness and death in the US.”

Similarly, the Healthy Building Network estimates there are 66 million- 132 million pounds (30,000-
60,000 metric tons) of HBCD in insulation in existing buildings.” These ongoing insulation uses are and
will continue to be critical sources of ongoing exposures. HBCD is also present in cars and furniture as a
flame retardant and its use in these long-lived consumer articles will contribute to ongoing exposures
for years to come.”

Equally important, the disposal of building materials or consumer products containing asbestos or HBCD
is an ongoing occurrence as buildings are torn down or remodeled and cars and furniture are replaced.
Thus, the resulting releases into the environment and communities comprise a “circumstance . . . under
which [these chemicals] are . .. known or reasonably foreseen to be . . . disposed of.” As “conditions of
use” within the TSCA definition, these activities and the risks they present are likewise required to be
addressed in risk evaluations under section 6(b}. For both chemicals, the immediate and long-term
exposures associated with disposal of in situ building materials and products are likely to be widespread
and significant well into the future.*

*® SCHF and its co-petitioners are challenging EPA’s position that ongoing use and disposal of discontinued
products are not TSCA “conditions of use” in Safer Chemicals Healthy Families v. EPA, 17-72260

(9th Cir.) In addition to being used and disposed of, legacy products that perform functions in the built
environment can be considered “distributed in commerce” as this term is defined in TSCA section 3(5). The
definition includes “to hold, or the holding of, the substance, mixture or article after its introduction in commerce”
—language that plainly applies to in situ products. Likewise, the definition includes the “introduction or delivery for
introduction into commerce” of the substance, mixture or article. This description would apply to legacy products
that are repurposed or sold for recycling.

7 Us cbe study, “Malignant Mesothelioma Mortality — United States 1999 to 2005.”

8 Safer Chemicals, Healthy Families et al. Comments to the U.S. Environmental Protection Agency (EPA) on the
Scope of its Risk Evaluation for the TSCA Work Plan Chemicals: CYCLIC ALIPHATIC BROMIDE CLUSTER or
HEXABROMOCYCLODODECANE (HBCD). March 15, 2017. https://healthybuilding.net/uploads/files/saferchemicals-
hbcd.pdf

|t is unclear whether EPA intends to exclude installed HBCD-containing building and construction materials from
its risk evaluation. The problem formulation states that the evaluation will address “commercial/consumer use” of
“building/construction materials” but this could be interpreted to apply to materials that are available for use in
ongoing construction projects and not those already installed. See Problem Formulation for Cyclic Aliphatic
Bromides Cluster (HBCD) (May 2018) at 29.

% EPA also excludes disposal from the asbestos and HBCD risk evaluations based on its overall determination that
the release of chemicals to environmental media should not be addressed under TSCA. Oddly, disposal of HBCD
construction and demolition waste is listed as a condition of use EPA plans to address in one part of its problem
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To exclude from risk evaluations ongoing and future exposures from jn situ uses of discontinued
products would create a sizable gap in the life-cycle assessments of risk that Congress directed EPA to
conduct under the new law. This would deprive the public, scientists and regulators of a comprehensive
picture of one of the largest sources of continuing and future risk. Since in situ sources of exposure form
a critical component of the background levels of asbestos and other chemicals to which the general
population is exposed, EPA’s assessment of risks to particular subpopulations from more specific
exposure pathways would also be incomplete and understated.

In addition, decision-makers would be unable to reduce ongoing exposures and impose safeguards
against unsafe use and disposal and “legacy” products because they would lack a meaningful risk
evaluation to inform these actions. Just as TSCA provides authority to evaluate the risks associated with
ongoing exposures from discontinued activities, so it gives EPA the authority under section 6(a) to
reduce these risks, yet the Agency would be stymied by the absence of a risk evaluation that provides a
basis for such regulation.™

In short, EPA must characterize and assess ongoing exposures from the use and disposal of discontinued
products and determine the risks they present as part of its risk evaluations on the initial 10 chemicals.
Its continuing failure to do so is a clear violation of TSCA.

VI.  Uses Discontinued under the Threat of Regulatory Action Fall Within
the TSCA Definition of “Conditions or Use” and Must be Addressed in
TSCA Risk Evaluations

A number of the problem formulations indicate that certain chemical uses have been discontinued and
therefore will not be addressed in the risk evaluation for that chemical.

The problem formulation for HBCD illustrates this approach. Based on representations by industry, EPA
asserts that HBCD use in the production of flame retardants, EPS resins, high impact polystyrene, XPS
master batch, motor vehicle upholstery, consumer textiles, and military, institutional and aviation textile
applications has ceased. According to EPA, these uses are no longer “intended, known or reasonably
foreseen” and therefore do not comprise TSCA “conditions of use” that will be addressed in the HBCD
risk evaluation.* EPA also indicates that because HBCD is no longer being manufactured in the US,
domestic production will likewise not be addressed.

formulation (page 29) but then identified as an exposure pathway that will not be considered later in the same
document (page 52).

*' For some chemicals like lead and asbestos, other laws administered by EPA address handling and disposal of in
situ materials and the Agency may be able to refer the findings of its risk evaluations to the programs
implementing these laws under TSCA section 9(b) in lieu of further regulation under section 6. However, there are
no existing laws that address ongoing exposure from use and disposal of discontinued products containing HBCD,
perfluorinated chemicals and other substances and therefore the availability of the protections afforded under
section 6 of TSCA may be critical to addressing their risks. Obviously, if these risks are not identified and evaluated
under TSCA section 6(b), there will be no basis for reduction them through regulation under section 6(a).

%2 problem Formulation of the Risk Evaluation for Cyclic Aliphatic Bromides Cluster (HBCD), at 24-25.
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EPA has not disclosed the industry communications it is relying on but it appears they are informal and
non-binding and have not been verified by the Agency. Nor has EPA indicated that it has contacted all
HBCD producers and users to confirm that the uses in question have been fully eliminated. Thus, there is
no assurance that these HBCD uses no longer exist and, if so, will not be revived in the future. Indeed,
the most likely explanation for the phase-out of previously well-established HBCD uses is the regulatory
and pubilic scrutiny HBCD has received, a consideration that could wane in importance in the future,
particularly if the risks presented by these uses are not evaluated or restricted by EPA.

EPA has also narrowed the scope of the asbestos risk evaluation by excluding now discontinued but
historically significant asbestos-containing products and failing to address mining of asbestos in the US.
Instead, EPA has proposed a significant new use rule (SNUR) so that it is notified of the reintroduction of
discontinued products before it occurs.® However, while EPA has the ability to ban or restrict a new use
after receiving notification under a SNUR, the SNUR does not itself comprise a finding of unreasonable
risk nor does it provide any assurance that the use would be regulated once the Agency receives a
significant new use notice (SNUN). With the exclusion of discontinued asbestos uses, the EPA risk
evaluation will be limited to the small number of asbestos products that remain in commerce, providing
a grossly incomplete picture of the threat to health from past and potential future uses of asbestos.

We disagree with EPA that discontinuance of a previously widespread use necessarily places it beyond
the reach of section 6 risk evaluation and management authorities. EPA provides no justification for its
assertion that the TSCA definition of “conditions of use” does not apply to such uses. As defined in
section 3(4), this term includes not simply intended or known uses but the “circumstances under which
a chemical substance is ... reasonably foreseen to be manufactured, processed, distributed in
commerce, used or disposed of.” It is clearly “reasonably foreseen” that long-standing and significant
uses of a chemical that have been phased out may re-enter commerce in the absence of any legal
restriction. Moreover, section 6(a) provides that EPA must regulate a chemical where “manufacture,
processing, distribution in commerce, use or disposal” presents an unreasonable risk but does not
stipulate that these activities must be currently occurring to warrant restriction. Indeed, the purpose of
section 6(a) rules — to impose the measures “necessary so that the chemical substance no longer
presents [an unreasonable] risk” — is equally applicable to ongoing commercial activities and to historical
uses that could resume and require restrictions so they do not cause harm to health and the
environment.

Although the 2016 TSCA amendments removed the phrase “will present” from section 6(a}, the
statement of Democratic sponsors at the time of enactment makes clear that EPA retained its authority
to address anticipated future risks:

“Existing TSCA as in effect before the date of enactment of Frank R Lautenberg Chemical Safety
for the 21st Century Act includes the authority, contained in several sections (see, for example,
section 6(a)}, for EPA to take regulatory actions related to chemical substances or mixtures if it
determines that the chemical substance or mixture ‘presents or will present’ an unreasonable
risk to health or the environment. The Frank R. Lautenberg Chemical Safety for the 21st Century

83 Fed. Reg. 26922 (June 11, 2018).
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Act includes language that removes all instances of ‘will present’ from existing TSCA and the

amendments thereto. This does not reflect an intent on the part of Congressional negotiators to
remove EPA’s authority to consider future or reasonably anticipated risks in evaluating whether
a chemical substance or mixture presents an unreasonable risk to health or the environment. In
fact, a new definition added to TSCA explicitly provides such authority and a mandate for EPA to

consider conditions of use that are not currently known or intended but can be anticipated to

34
occur...”

The goals of TSCA would be defeated if manufacturers of unsafe chemicals could avoid scrutiny simply
by ceasing production for specific uses before EPA completes a risk evaluation of those uses and then
later re-entering the marketplace free from any restriction or determination of risk. This scenario is
particularly troubling where the product phase-out is in response to agency risk concerns and intended
to avoid the consequences of an adverse risk finding and subsequent regulatory action. In these cases,
the best interpretation of TSCA is to treat the possible reintroduction of a discontinued use as
“reasonably anticipated,” to address that use in the risk evaluation and to then ban or restrict it
permanently under section 6(a) if it is determined to present an unreasonable risk.

We do not believe a SNUR is an adequate substitute for evaluation and regulation of a discontinued
chemical use under section 6. SNURs are fundamentally notification requirements and do not
themselves require an assessment or determination of risk. The activities they define as “significant new
uses” are not prohibited: companies seeking to conduct these activities must notify EPA at least 90 days
before initiating them. While the Agency must review the new use and ban or restrict it under sections
5(e) or 5{f) upon determining that the use does or may present an unreasonable risk, the Agency may or
may not choose to take these actions. Thus, the door will not be closed to reintroduction of the use.
Moreover, EPA’s review of a SNUN and decision to regulate the new use lack the elements of openness
and accountability that apply during section 6 risk evaluations and rulemakings. Thus, these decisions
will receive limited public and judicial review.

A comprehensive risk evaluation under section 6, by contrast, enables the Agency to make a definitive
risk determination for plausible future risk scenarios in a transparent process that provides clarity to
industry and the public and closes the door to the resumption of unsafe uses. If there is a role for a
SNUR, it is to perform the limited stop-gap function of assuring that EPA is notified of significant changes
in use while its risk evaluation and follow-up rulemaking are underway so that these uses are not re-
established in the marketplace before EPA has addressed their risks under section 6 and restricted them
if warranted.

VIl. EPA Should Not Make Determinations of Unreasonable Risk for
Endpoints that Lack Adequate Information and Should Use its Section 4
Authorities to Require Industry to Fill These Data gaps

3 Cong. Record — Senate 3515 (June 7, 2016) (emphasis added).
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Our groups have repeatedly called for EPA to identify data gaps that limit its ability to reach definitive
conclusions about the health and environmental effects of the 10 chemicals.® We have urged EPA to
take steps to fill these data gaps early in the risk evaluation process using its expanded TSCA information
development authorities so that sufficient information is available for an informed evaluation. EPA itself
has emphasized the need for comprehensive data on hazard and exposure before it initiates evaluations
although it has backed away from a systematic information collection process at the pre-prioritization
stage for risk evaluation candidates.® Basing risk evaluations on adequate data is not only necessary to
meet EPA’s obligation under section 26(k) to consider all “reasonably available information” but furthers
section 2(b)(2), which declares that “[i]t is the policy of the United States” that “adequate data should
be developed with respect to the effect of chemical substances and mixtures on health and the
environment.”

It is therefore disappointing that the problem formulations, like the earlier scoping documents, make
minimal efforts to identify significant data gaps for the 10 chemicals, to set in motion development of
additional information, and to address how these data gaps will impact the conclusions reached in the
risk evaluations. Indeed, EPA seems ready to find that substances do not present an unreasonable risk
of injury even where available data are lacking entirely or are insufficient under Agency guidelines to
determine that a substance lacks adverse effects.”

Pigment violet 29 is a case in point. The problem formulation for this substance indicates that, based on
the absence of significant evidence of hazard, EPA “expects to be able to reach conclusions about

38
”>* Yet nowhere

particular conditions of use, hazards, or exposure pathways without further analysis.
does EPA address whether it has sufficient information to reach such conclusions for major health end-

points. EPA’s Design for the Environment (now known as Safer Choice) Program and risk evaluation

3 See, e.g., Comments of Safer Chemicals Healthy Families on Proposed Procedures for Chemical Risk Evaluations
under the Amended Toxic Substances Control Act Submitted via Regulations.gov (March 20, 2017), Docket ID EPA-
HQ-OPPT-2016-0654

**In the discussion paper EPA prepared for its December 11, 2017 public meeting on prioritization, EPA stated
that:

Prior to designating a chemical as a high-priority for risk evaluation, it is important for EPA to ensure the
reasonably available information is sufficient to conduct a scientifically robust risk evaluation. In many
cases, EPA believes it would be difficult to require the development of necessary chemical substance
information, evaluate that information, and incorporate that information into analyses and decisions
within the statutory timeframes associated with the prioritization and risk evaluation processes.
Therefore, it will be useful for EPA to identify information needs and determine whether any of these
needs should be addressed before initiating the prioritization process.

DISCUSSION DOCUMENT: Possible Approaches and Tools for identifying Possible Candidate Chemicals for
Prioritization at 7. Despite this recognition, EPA’s final prioritization framework rule deleted a pre-prioritization
process that would have expressly provided a process for identifying and filling data gaps before risk evaluations
are initiated. Procedures for Prioritization of Chemicals for Risk Evaluation under the Toxic Substances Control Act.
82 Fed. Reg. 33753 (July 20, 2017).

¥ The EPA responses to comments on the scoping documents indicate that: “when OPPT does find existing data
are not adequate, OPPT will use all available authorities to fill data gaps necessary to conduct fit-for-purpose
assessments.” This is not, however, the approach reflected in the problem formulations.

* problem Formulation of the Risk Evaluation for Pigment Violet 29 (May 2018) at 7.

18

ED_004056A_00218311-00019



guidelines and REACH requirements in the EU identify the studies deemed necessary for an informed
risk evaluation. The database for pigment violet 29 is deficient when measured against these
authoritative sources. llustrating these deficiencies, the table below compares the test data available
on pigment violet 29 with the requirements for a DfE/Safer Choice human health hazard trait

assessment. ®

DfE Hazard Trait Empirical Data Available for Pigment Violet 29?*

Acute mammalian toxicity Yes. In vivo oral, dermal and inhalation acute toxicity
studies are available, though the inhalation studies are
deemed to be unsuitable by ECHA.*

Respiratory sensitization

Skin sensitization Yes, in vivo study
Eye irritation/ corrosivity Yes, in vivo study
Skin irritation/ corrosivity Yes, in vivo study

Carcinogenicity

Mutagenicity/ genotoxicity Yes. In vitro gene mutation and mammalian cells
genetic toxicity studies available.

Reproductive and developmental toxicity Yes, screening study

Developmental neurotoxicity

Neurotoxicity

Repeated dose toxicity

Endocrine activity

Thus, EPA could not reach scientifically defensible conclusions that pigment violet 29 lacks the potential
to cause carcinogenicity, reproductive and developmental toxicity, developmental neurotoxicity,
neurotoxicity, repeated dose toxicity or endocrine effects.

¥ SCHF is grateful to scientists at the University of California San Francisco for preparing this table, which is
included in comments on the problem formulations filed on behalf of a group of academics, scientists, and
clinicians.

*Information from: US EPA (May 2018) Problem Formulation of the Risk Evaluation for Pigment Violet 29.
European Chemicals Agency (ECHA). (2017). Perylene-3, 4; 9, 10-tetracarboxydiimide. Helsinki, Finland. Available:
https://echa.europa.eu/registration-dossier/-/registered-dossier/10330

* ECHA states: “Unsuitable test system, as the inhalation hazard test is insufficient for non-volatile substances.”
Available: https://echa.europa.eu/registration-dossier/-/registered-
dossier/10330/7/3/3/?documentUUID=34aa4522-b714-47b0-9bee-af8052fff73d
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Pigment violet 29 is not the only one of the 10 chemicals with significant data gaps. 1,4-dioxane, MC,
PERC and TCE also lack data for important end-points:

1,4 Dioxane. For this chemical, there is little or no information on the potential for developmental
toxicity or developmental neurotoxicity. This is especially problematic given that the chemical is a well-
known neurotoxic agent. This critical data gap was identified by ATSDR in its 2012 Tox Profile.*

MC. MCis a known human neurotoxicant, associated with depression of the central nervous system,
and severe dose-dependent neurotoxic effects including headaches, slowed reaction time, decreased
alertness, impaired movements, loss of consciousness, coma, seizures, and death. (It has been shown in
animal studies to cross the placenta, and in humans it has been detected in breast milk.”®) Yet, the
chemical has not been adequately tested for developmental neurotoxicity. This is especially alarming
given the widespread use and population exposure to this deadly neurotoxic chemical. Chemicals that
are neurotoxic should be presumed to be developmentally neurotoxic. That is, compared with adult
exposures, they are much more damaging and at much lower levels when exposures take place during
early fetal development.* The failure to test and appropriately regulate these chemicals has led to
debilitating neurodevelopmental disorders such as autism, learning deficits, and behavioral problems —

all with disastrous impacts on affected individuals, families, and society.

PERC. This chemical is considered by EPA to be both neurotoxic and a developmental toxicant, yet it has
never been tested for developmental neurotoxicity. This is a major data gap, given that developmental
neurctoxic effects such as learning impairments and behavioral problems are often overlooked in
routine tests such as the ones EPA considered, which focus on crude frank toxicity such as reduced body
or organ weights, stillbirths and deaths (see Perc problem formulation, p. 52). Lead, mercury, and other
developmental neurotoxic chemicals have all been shown to have virtually no safe level when exposures
occur prenatally during critical windows of neurodevelopment.® For this reason, the EPA pesticide office
began requiring pesticide registrants to submit developmental neurotoxicity testing — which includes
subtle but important endpoints like motor activity, learning and memory, and auditory startle response
— for the organophosphates and other pesticides known to be neurotoxic.”® In an EPA fact sheet issued
last month, EPA emphasizes why specific developmental neurotoxicity tests are important:*’

2 Agency for Toxic Substances and Disease Registry (ATSDR). 2012. Toxicological profile for 1,4 Dioxane. Atlanta,
GA: U.S. Department of Health and Human Services, Public Health Service. P. 143.
https://www.atsdr.cdc.gov/toxprofiles/tp.asp?id=955&tid=199

* ATSDR Medical Management Guidelines for Methylene Chloride. Updated 2014.
https://www.atsdr.cdc.gov/MMG/MMG.asp?id=230&tid=42

“ Grandjean P, Landrigan PJ. Developmental neurotoxicity of industrial chemicals. Lancet. 2006 Dec
16;368(9553):2167-78. Review.

45 Grandjean P, Landrigan PJ. Developmental neurotoxicity of industrial chemicals. Lancet. 2006 Dec
16;368(9553):2167-78. Review.

** EPA OPPTS 870.6300 Developmental neurotoxicity study. 1996. EPA 712-C-96-239.

* EPA Science Brief. Evaluating Developmental Neurotoxicity. July 2018.
https://www.epa.gov/sites/production/files/2018-07/documents/dnt_factsheet 07 23 18 final.pdf
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¢ The developing nervous system can be particularly sensitive to exposure to environmental
chemicals.

* lessthan 1% of chemicals in the environment have been fully evaluated for their potential to be
developmental neurotoxicants, or their impact on the developing nervous system.

¢ Due to a lack of data, it is not possible to understand the extent or potential contribution of
environmental chemicals in neurodevelopmental disease, nor predict the potential
developmental neurotoxicity risk for individual chemicals.

The failure to address the risks of developmental neurotoxicity posed by PERC represents a serious data
gap in EPA’s assessment, particular for the low-dose risks.

TCE. Trichloroethylene was evaluated well over a decade ago, in 2004, by the EU, which at the time
identified the need for developmental neurotoxicity testing to be conducted for TCE:

The developmental toxicity of inhaled trichloroethylene at non-maternally toxic levels (up to
1,800 ppm)} has been investigated in rats, mice and rabbits in conventional studies. No evidence
of developmental toxicity was reported. In contrast, the results of a series of non-standard oral
studies in rats raised some concerns about the potential for trichloroethylene to induce
developmental neurotoxicity at dose levels in the range of 30-110 mg/kg/day. However, these
studies were of limited scope and were considered not to provide sufficient basis on which to
draw clear conclusions about the hazardous properties of trichloroethylene. To be able to draw
clear conclusions regarding developmental neurotoxicity, further testing according to the draft
OECD TG 426 Developmental Neurotoxicity guideline would be required.”*

The 2011 IRIS assessment comes to similar conclusions, also identifying the potential for developmental
neurotoxicity and noting this data gap:

In summary, an overall review of the weight of evidence in humans and experimental animals is
suggestive of the potential for developmental toxicity with TCE exposure. A number of
developmental outcomes have been observed in the animal toxicity and the epidemiological
data, as discussed below. These include adverse fetal/birth outcomes including death
{spontaneous abortion, perinatal death, pre- or post-implantation loss, resorptions), decreased
growth {low birth weight, SGA [small for gestational age], IUGR [intrauterine growth restriction],
decreased postnatal growth), and congenital malformations, in particular cardiac defects.
Postnatal developmental cutcomes include developmental neurotoxicity, developmental
immunotoxicity, and childhood cancer.*

The TCE problem formulation identifies the risk of neurotoxicity and developmental toxicity separately,
noting evidence from both human studies and animal studies, including psychomotor effects from TCE
exposures.” Yet, there is no study that specifically targets the sensitive and critical endpoint of

“® European Union 2004, Risk Assessment Report for Trichloroethylene, p. 241.
https://echa.europa.eu/documents/10162/83f0c99f-f687-4cdf-a64b-514f1e26fdcO

“ EPA 2011, Toxicological Review of Trichloroethylene for IRIS, available at:
http://www.epa.gov/iris/supdocs/0199index.html, p. 4-556

*® EPA 2018 TCE Problem Formulation p. 45. See also the EPA IRIS 2011 Toxicological Review of Trichloroethylene.
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developmental neurotoxicity. The failure to address the risks of developmental neurotoxicity posed by
TCE represents a serious data gap in EPA’s assessment, particular for the low-dose risks.

In the face of material data gaps, an unqualified conclusion that a chemical does not “present an
unreasonable risk of injury” to health could not be defended under TSCA and would misinform the
public about the chemical’s safety.” Thus, EPA’s risk evaluations should be explicit about the health and
environmental end-points that lack adequate data and should exclude these end-points from its
determinations of unreasonable risk. It should also use its TSCA authorities to require manufacturers to
conduct testing to develop adequate data for a defensible risk evaluation so that future assessments can
be informed by a comprehensive dataset. EPA’s lack of interest in using section 4 of the law to generate
data necessary for risk evaluation is deeply troubling in light of the clear intent of the 2016 TSCA
amendment to provide the Agency with the tools to require more testing by industry to support priority
setting and risk evaluations under section 6.

VIII. Where EPA Believes that Particular Conditions of Use Present De
Minimis Risks, It Cannot Drop These Uses with no Additional Analysis,
But Rather Must Explain and Document Why Their Risks Are
Insignificant

The problem formulations also indicate that EPA “expects to be able to reach conclusions about
particular conditions of use, hazards or exposure pathways without further analysis” and will not further
address them in its risk evaluations.” For example, EPA indicates that it will devote no further attention
to multiple uses of carbon tetrachloride (CTC) that it asserts pose only de minimis risks:

Because industrial, commercial, and consumer use of such products (solvents for
cleaning/degreasing, adhesives/sealants, and paints/coatings) would present only de minimis
exposure or otherwise insignificant risk, EPA has determined that these conditions of use do not
warrant evaluation, and EPA does not expect to consider or evaluate these conditions of use or
associated hazards or exposures in the risk evaluation for carbon tetrachloride.®

Nowhere has EPA provided general criteria for determining levels of exposure or risk that are
“insignificant” for purposes of TSCA risk evaluations. Nor has the Agency explained why it considers
carbon tetrachloride-containing solvents with potential consumer, industrial and commercial exposure
to be so inconsequential that they can be determined not to present “unreasonable risks” without any
product-specific analysis of use and release scenarios.” Since carbon tetrachloride is a carcinogen, even

' EPA has recognized that “OPPT does not believe that absence of data equals no risk.” EPA’s Responses to Public
Comments Received on the Scope Documents for the First Ten Chemicals for Risk Evaluation under TSCA (May
2018) at 13. However, the problem formulations suggest that the Agency is not applying this principle in its
evaluations of individual chemicals.

*? This statement appears in the Introduction to all of the Problem Formulations. See, e.g., Problem Formulation of
the Risk Evaluation for Carbon Tetrachloride at 13.

> 1d., at 21.

" EPA’s initial use summary found products with up to 2.5% CTC and SCHF's submission to EPA of publically
available product information included products with 1% CTC. See Safer Chemicals, Healthy Families,
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low concentrations cannot be assumed to be safe without some understanding of the conditions and
levels of exposure. Moreover, even if the risk from a specific product is small in itself, multiple products
and exposure pathways may result in aggregate levels of exposure that present significant risks to one
or more worker or consumer subpopulations. As noted above, TSCA requires EPA to examine chemical
risks holistically, taking into account all uses and pathways of exposure, and cannot summarily eliminate
an entire class of products from consideration. EPA may have some latitude to devote greater effort to
some exposure and risk scenarios than others, but this does not excuse ignoring particular conditions of
use based on the unsubstantiated claim that they present de minimis risks.

It is also troubling that, despite numerous critical comments, EPA continues to ignore the presence of
1,4-dioxane as an impurity in products on the ground that “contamination of industrial, commercial and
consumer products are not intended conditions of use for 1,4-dioxane and will not be evaluated.”>
EPA’s position is legally unsupportable. Production of a chemical as a byproduct or impurity is plainly a
“circumstance . . . under which a chemical substance . .. is known . .. to be manufactured” and thus falls
squarely within the definition of “conditions of use” in section 3{4) of TSCA. There is no basis in this
provision or other parts of the law for differentiating between manufacture as a byproduct/impurity and
purposeful production and including the latter in a risk evaluation but excluding the former. In the case
of 1,4-dioxane, EPA has made no effort to argue that byproduct/impurity production poses de minimis
risks and such a position could not be defended given the evidence that 1,4-dioxane’s detection in
drinking water and groundwater is linked in part to its presence as a contaminant in products and waste
streams released into the environment. Plainly, EPA must add 1,4-dioxane production as a byproduct

and impurity to the scope of its risk evaluation.

IX.  EPA Cannot Drop Significant Hazards from Risk Evaluations

The asbestos problem formulation provides another example of an EPA decision “not to further analyze”
a potential source of risk. EPA has chosen to limit its asbestos evaluation to lung cancer and
mesothelioma.™ Yet the asbestos scoping document is clear that several other cancers have been linked
to asbestos: *’

Mortality studies of asbestos workers have revealed increases in cancer mortality at one or
more sites other than the lung, the pleura or the peritoneum. Cancer of the larynx and ovary
and gastrointestinal cancers, such as colorectal, pharynx and stomach, have been observed in
populations exposed to various types of asbestos (IARC, 2012; NRC, 2006). Some studies have
also noted excess deaths from, or reported cases of, cancers at other sites, such as the kidney
and esophagus; however, the evidence is not consistent.

Non-malignant diseases are also caused by asbestos, including asbestosis and asbestos-related pleural

thickening.

Environmental Health Strategy Center, Healthy Building Network, Comments to the U.S. Environmental Protection
Agency (EPA) on the Scope of its Risk Evaluation for the TSCA Work Plan Chemical: CARBON TETRACHLORIDE (CTC)
CAS Reg. No. 56-23-5 {March 15, 2017). This information is not reflected in the problem formulation for CTC.

*> problem Formulation of the Risk Evaluation for 1,4-Dioxane (May 2018) at 18.

*®problem Formulation of the Risk Evaluation for Asbestos at 34.

> Scope of the Risk Evaluation for Asbestos (May 2017) at 34-35.
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The comprehensive approach to risk evaluations in TSCA requires EPA to address all known hazards of a
chemical, particularly one whose dangers to human health are so serious and well documented. The
law provides no basis for failing to evaluate documented adverse health effects, let alone effects of this
severity and magnitude.

X. EPA Should Not Revisit Definitive Findings in IRIS Assessments Unless
There Are New Data That Inform EPA’s Evaluation of the Weight of the
Evidence

Six of the 10 chemicals -- asbestos, TCE, MC, CTC, PERC and 1,4-dioxane -- have been assessed under the
EPA Integrated Risk Information System (IRIS). The IRIS process is the Agency’s authoritative mechanism
for reviewing available studies, characterizing the health effects of chemicals and identifying
concentrations below which these chemicals are not likely to cause adverse effects. IRIS assessments
typically reflect years of work by EPA scientists, multiple rounds of public comment, inter and intra-
agency consultation, and extensive peer review, often by the Agency’s independent Science Advisory
Board {SAB) or the National Academy of Sciences (NAS). The IRIS program recently received a favorable
review from the NAS.™

Where EPA is conducting a TSCA risk evaluation of a chemical that has already been assessed under RIS,
the conclusions of the IRIS assessment should be presumed to be applicable to the TSCA evaluation as a
definitive statement by the Agency of the best available science. Reopening IRIS findings would harm
the public by prolonging uncertainty on issues that have been addressed and resolved through an
authoritative, transparent and inclusive EPA process. Like other Agency actions, IRIS assessments often
give rise to differences of opinion and some stakeholders may be disappointed by the outcome. But this
does not mean that EPA should reinvent the wheel and provide another bite at the apple on scientific
determinations that have been made after thorough deliberation. To revisit IRIS findings would also be
inefficient and resource-intensive at a time when the Agency is struggling with workforce and budget
constraints and is straining to manage its TSCA workload.

The only rationale for revisiting IRIS findings is where significant new data have become available since
the final IRIS assessment that could inform the weight of the evidence on particular end-points. If that is
the case, then the IRIS program should be tasked with updating its previous assessment, using a
systematic review protocol that is consistent with the state of the science such as the National
Toxicology Program (NTP) method.> In its response to comments on the scoping documents, EPA seems
to adopt this limited approach to reopening IRIS conclusions, stating that:

*% National Academies of Sciences, Engineering, and Medicine. 2018. Progress Toward Transforming the Integrated
Risk Information System (IRIS) Program: A 2018 Evaluation. Washington, DC: The National Academies Press.
https://doi.org/10.17226/25086.

** National Toxicology Program. Handbook for Conducting a Literature-Based Health Assessment Using OHAT
Approach for Systematic Review and Evidence Integration. In: U.S. Department of Health and Human Services,
editor.: Office of Health Assessment and Translation, Division of National Toxicology Program, National Institute of
Environmental Health Sciences; 2015
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OPPT has used IRIS documents as a starting point for identifying key and supporting toxicity
studies and initial hazard identification. However, EPA also expects to consider other available
hazard and exposure data to ensure that all reasonably available information is taken into
consideration. Specifically, EPA will screen information developed after the completion of any
IRIS assessment and evaluate the relevant information using OPPT’s structured process . .. ®
In the problem formulations themselves, however, EPA outlines a much broader approach. It indicates
that all studies on IRIS-assessed chemicals will be reviewed using the “study quality” scoring system in
EPA’s TSCA systematic review document and other as-yet unidentified protocols for reviewing study
relevance and weight.®* This process would necessarily involve revisiting the interpretation of studies
already evaluated in RIS, potentially making different judgments about their quality and relevance and
modifying overall IRIS determinations of the “best available science” and “weight of the evidence.”
Moreover, these judgments would be driven by a deeply flawed and unscientific method for reviewing

. . . . . 62
studies that would result in less defensible conclusions than peer reviewed IRIS assessments.

While TSCA section 26(h) establishes “scientific standards” for science-based decisions under section 6
and other provisions, these standards are general and flexible and do not materially change long-
standing criteria used by agencies and the scientific community to assess the reliability, relevance and
completeness of scientific evidence. The TSCA standards are consistent with the data review

O EPA’s Responses to Public Comments Received on the Scope Documents for the First Ten Chemicals for Risk
Evaluation under TSCA, at 10.

ot Typical is this description of EPA’s approach in the problem formulation for asbestos, the subject of a
comprehensive IRIS assessment:

EPA expects to consider and analyze human health hazards as follows:

1} Included human health studies will be reviewed using the evaluation strategies laid out in the
Application of Systematic Review in TSCA Risk Evaluations (U.S. EPA, 2018).

¢  Studies will be evaluated using specific data evaluation criteria.

e Study results will be extracted and presented in evidence tables by cancer endpoint.
2) Evaluate the weight of the scientific evidence of human health hazard data.

*  EPA will rely on the weight of the scientific evidence when evaluating and integrating human
health hazard data. The data integration strategy will be designed to be fit-for-purpose in which
EPA will use systematic review methods to assemble the relevant data, evaluate the data for
guality and relevance, including strengths and limitations, followed by synthesis and integration
of the evidence.

*  Assess dose-response information to refine quantitative unit risk for lung cancer and
mesothelioma. Review the appropriate human data identified to update, or reaffirm, the 1988
guantitative estimate of the unit risk of asbestos-related lung cancer and mesothelioma by the
inhalation route.

3} In evaluating reasonably available data, EPA will determine whether particular human receptor groups
may have greater susceptibility to the chemical’s hazard(s) than the general population.

Problem Formulation of the Risk Evaluation for Asbestos, at 51-52.

%2 See comments on the TSCA Systematic Review guidance from SCHF, NRDC, and UCSF-PRHE to Docket EPA-HQ-
OPPT-2018-0210
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methodologies used by IRIS, other EPA programs and expert organizations like NTP and provide no
justification for questioning science judgments and study interpretations made in the IRIS process.

The drawbacks of reopening IRIS assessments are particularly troubling in the case of asbestos. The
problem formulation indicates that EPA will review the asbestos database “with the goal of updating, or
reaffirming, the unit risk.” % It describes this review as follows:

Asbestos has an existing EPA IRIS Assessment and an ATSDR Toxicological Profile; hence, many
of the hazards of asbestos have been previously compiled and reviewed. EPA relied heavily on
these comprehensive reviews in preparing the scope and problem formulation documents. EPA
expects to use these documents as a starting point for identifying key and supporting studies to
inform the human health hazard assessment, including dose-response analysis. EPA also expects
to consider other studies that have been published since these reviews, as identified in the
literature search conducted by the Agency for asbestos (Asbestos (CASRN 1332-21-4)
Bibliography: Supplemental File for the TSCA Scope Document, EPA-HQ-OPPT-2016-0736). . ..
The relevant studies will be evaluated using the data quality criteria in the Application of
Systemic Review in TSCA Risk Evaluations document (U.S. EPA, 2018).%

There is no benefit — and considerable downside — in reconsidering the unit risk estimates provided by
the IRIS program for asbestos of all fiber types (IRIS 1988) and Libby amphibole asbestos (IRIS 2014).5
The highly flawed TSCA systematic review method for determining study “quality” would make it
difficult for EPA to include important human health and toxicology studies in its chemical hazard
assessments if there is any information that is missing or not publicly available. ®® Rejecting or
downgrading epidemiological studies on asbestos on this ground could lead EPA to develop a new risk
estimate that adopts the asbestos-industry position that chrysotile is safe — a position that was
proposed by EPA under the George W. Bush Administration,?” but rejected by the Scientific Advisory
Board, which specifically warned that failure to consider epidemiology and toxicology data for asbestos
is problematic.®® These errors and scientific omissions could be repeated if application of the TSCA
systematic review criteria results in discarding much of the asbestos epidemiology evidence.®® This

® problem Formulation of the Risk Evaluation for Asbestos at 9.

*1d., at 34-35.

® RIS 2014. Libby amphibole asbestos assessment.
https://cfpub.epa.gov/ncea/iris2/chemicalLlanding.cfm?substance_nmbr=1026

% See details documented in comments on the TSCA Systematic Review from SCHF, by NRDC, and by UCSF-PRHE to
Docket EPA-HQ-OPPT-2018-0210

" EPA 2008. Proposed Approach for Estimation of Bin-Specific Cancer Potency Factors for Inhalation Exposure to
Asbestos. https://www.epa.gov/sites/production/files/2015-11/documents/2008 prop_asbestos_approach.pdf
® SAB consultation on EPA's Proposed Approach for Estimation of Bin-Specific Cancer Potency Factors for
Inhalation Exposure to Asbestos. Nov, 2008. EPA-SAB-09-004.
https://yosemite.epa.gov/sab/sabproduct.nsf/77CFF6439C00ABF3852575010077801F/SFile/EPA-SAB-09-004-
unsigned.pdf

® see for example Table H-8 of the draft systematic review guidance which lists several pages of “serious flaws
that would make epidemiological studies unacceptable for use,” including failure to report various sorts of
information, which is not considered a measure of study quality by any other peer reviewed systematic review
framewaork.
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would be a huge step back from the settled scientific consensus on the severe dangers of asbestos to
public health.

Even without IRIS assessments, the risks of many substances have been thoroughly reviewed and
determined by the Agency and other authoritative bodies but these earlier findings will now be subject
to revision as EPA reinterprets studies using its TSCA systematic review document. For example, 1-
Bromopropane is classified by the National Toxicology Program as “reasonably anticipated” to cause
cancer in humans. In 2016 the EPA Draft Risk Assessment recognized the relevance and reliability of this
health endpoint when it derived an inhalation unit risk estimate based on lung tumors. So, it is
particularly disturbing that the problem formulation for this chemical states that the “the weight-of-
evidence analysis for the cancer endpoint is inconclusive” and it will be evaluated using the flawed TSCA
systematic review (EPA 2018 Problem Formulation, p. 45). The concern raised by SCHF, NRDC, and
others regarding the industry bias of the TSCA systematic review document makes it likely that a re-
analysis will result in a false negative — that is, discounting evidence of cancer (see comments on TSCA
systematic review by SCHF, NRDC, Docket EPA-HQ-OPPT-2018-0210 incorporated by reference).

In sum, we strongly oppose any reopening of IRIS or other findings that have been finalized and
represent authoritative determinations by the Agency. As it proceeds with the risk evaluations, EPA
should rely on previous IRIS assessments except where significant new data are available. In this case,
the IRIS program should evaluate whether the new data warrants modification of its previous

determinations of the weight of the evidence for specific endpoints.

XI. EPA Risk Evaluations Should Not Reassess Uses of TCE, MC And NMP
That Were Fully Assessed In Its Proposed Section 6(a) Rules for These
Chemicals

EPA has proposed to ban certain uses of TCE, MC and NMP under section 6(a) of amended TSCA.”® As
the basis for these proposed rules, EPA conducted comprehensive exposure and risk assessments on the
targeted uses of the three chemicals and concluded that these uses presented unreasonable risks of
injury under TSCA. The EPA assessments were subject to public comment and peer review both during

their development and again as part of the rulemaking process.

Although the EPA Administrator recently agreed to finalize the proposed MC ban, the problem

I/l

formulations indicate that EPA will not rely on the completed assessments but will “reassess” the

targeted uses for TCE and NMP.”* We strongly disagree with this approach.

E.g., National Toxicology Program. Handbook for Conducting a Literature-Based Health Assessment Using OHAT
Approach for Systematic Review and Evidence Integration. In: U.S. Department of Health and Human Services,
editor.: Office of Health Assessment and Translation, Division of National Toxicology Program, National Institute of
Environmental Health Sciences; 2015

7 Trichloroethylene (TCE); Regulation of Use in Vapor Degreasing Under TSCA Section 6(a), 82 Fed. Reg. 7432 (Jan.
19, 2017); Trichloroethylene; Regulation of Certain Uses Under TSCA § 6(a), 81 Fed. Reg. 91592 {Dec. 16, 2016} and
Methylene Chloride and N-Methylpyrrolidone; Regulation of Certain Uses Under TSCA Section 6(a), 82 Fed. Reg.
7464 (Jan. 19, 2017)

t See, e.g., Problem Formulation of the Risk Evaluation for Trichloroethylene, at 24-25.
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In its peer reviewed IRIS assessment for TCE, EPA concluded that “[ilncreased incidence of fetal cardiac
malformations was identified as the most sensitive health endpoint within the developmental toxicity
domain.”” This finding was reaffirmed in EPA 2014 TCE Work Plan Chemical Assessment. In 2016, EPA
scientists published a systematic review of the data confirming the basis for linking TCE exposure to
congenital heart malformations.” Congenital heart effects can be disabling or even deadly. The
significant and unreasonable risks posed by TCE in consumer and industrial products,” particularly from
exposures during pregnancy, led EPA to propose to ban its use in aerosol and vapor degreasing
operations.

Despite EPA’s repeated findings of heart malformations linked to TCE, the problem formulation states
that: “The relevant studies will be evaluated using the data quality criteria in the Application of

”’> This evaluation could result in EPA rejecting

Systematic Review in TSCA Risk Evaluations document.
the peer-reviewed findings of earlier assessments. Significantly, at the same time as TSCA issued its
systematic review guidance for public comment, an industry-sponsored consulting firm published its
analysis of why the studies linking TCE with heart defects were “not sufficiently reliable for the

78 Since the industry-sponsored publication uses reasoning

development of toxicity reference values.
similar to that in the flawed TSCA systematic review guidance, it seems likely that the TSCA risk
evaluation may similarly dismiss the evidence of congenital heart defects. Disregarding this important

scientific evidence of harm would put the public at great risk.

It would be both scientifically indefensible and counterproductive for the Agency to reopen these
assessments for yet another round of public input and to redo the extensive analyses they contain
simply so industry commenters can have another bite at the apple on findings they dislike. The next step
in the rulemakings should be to issue final rules as quickly as possible. These rules, once issued, should
close the book on the targeted uses and enable EPA to focus its risk evaluations on uses that have not

yet been assessed.

Xll. EPA Should Not Presume That Occupational Exposure Standards Are
Fully Protective of Workers, Can be Equated with the Absence of
Unreasonable Risk and are Representative of Actual Worker Exposure

> EPA 2018 TCE Problem Formulation, Section 2.4.2, page 45

® Makris SL, Scott CS, Fox J, Knudsen TB, Hotchkiss AK, Arzuaga X, Euling SY, Powers CM, Jinot J, Hogan KA, Abbott
BD, Hunter ES 3rd, Narotsky MG. A systematic evaluation of the potential effects of trichloroethylene exposure on
cardiac development. Reprod Toxicol. 2016 Oct;65:321-358.

" EPA 2017. Regulation of Certain Uses under Toxic Substances Control Act: Trichloroethylene.
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2016-0163-0001

EPA 2017. Regulation of Certain Uses under Toxic Substances Control Act: Trichloroethylene; Vapor Degreasing.
https://www.regulations.gov/document?D=EPA-HQ-OPPT-2016-0387-0001

”® EPA 2018 TCE Problem Formulation, Section 2.4.2, page 44

% Wikoff D, Urban JD, Harvey S, Haws LC. Role of Risk of Bias in Systematic Review for Chemical Risk Assessment: A
Case Study in Understanding the Relationship Between Congenital Heart Defects and Exposures to
Trichloroethylene. Int J Toxicol. 2018 Mar/Apr;37(2):125-143.
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Occupational exposure is significant for nearly all of the 10 chemicals and should be a major focus of
EPA’s risk evaluations. The problem formulations indicate that when evaluating occupational risks, the
Agency will heavily weigh mandatory and voluntary workplace standards and “will consider the

""" We agree that existing

influence of the recommended exposure limits on occupational exposures.
workplace standards are relevant in determining risks to workers. However, for several reasons, it would
be unjustified for EPA to presume that these standards are fully protective of workers or that their

existence can be equated with the absence of unreasonable risk.

First, TSCA and the Occupational Safety and Health Act (OSH Act) apply differing standards of protection
and the level of risk reduction afforded by OSHA limits may well be inadequate to satisfy the more
stringent requirements of TSCA. OSHA is only authorized to adopt workplace standards for chemicals
presenting “significant risks of harm,” a term interpreted by the Supreme Court’s Benzene decision as
requiring OSHA to demonstrate by substantial evidence that “it is at least more likely than not that long-

term exposure to [a chemical] presents a significant risk of material health impairment.””®

By contrast,
the term “unreasonable risk” under TSCA does not impose this high threshold for regulation. Further,
OSHA may impose only economically and technologically feasible limits on exposure.”® However,
economic and technological considerations have no bearing on EPA’s determinations of unreasonable
risk, which cannot take into account cost and other non-risk factors under section 6(b)(4)(A).% Finally,
while OSHA is only authorized to place limits on exposure, TSCA provides a broad array of remedies,
including bans of production and use, which may provide a level of protection that OSHA lacks authority

to impose.

Second, a number of the OSHA standards that apply to chemicals subject to the first 10 risk evaluations
were developed many years ago and do not reflect current data and scientific understanding of the
health effects of the regulated chemicals.®" Thus, the levels of exposure allowed by these standards may

be unsafe when evaluated using the best available science.

77 See, e.g., Problem Formulation of the Risk Evaluation for 1-Bromopropane (May 2018), at 64.

8 Industrial Union Department, AFL-CIO v. American Petroleum Institute, 448 U.S. 607 (1980)

”® American Textile Manufacturers Institute, Inc. v. Donovan, 452 U.S. 490, 508-11 (1981).

¥ Based on these considerations, EPA decided against referring to OSHA workplace risks from exposure to
trichloroethylene (TCE) under section 9(a) of TSCA, even though OSHA had earlier promulgated a workplace
standard for TCE. In deciding to address risks to workers through a section 6(a) rulemaking instead, EPA compared
its authority under TSCA to eliminate these risks to that of OSHA, concluding that “there is no other federal law
that provides authority to prevent or sufficiently reduce these ... exposures.” It further concluded that risks that
EPA found to be “unreasonable” under TSCA might not be deemed “significant” by OSHA. 82 Federal Register
7432, 7454 (January 19, 2017).

¥ OSHA has two types of standards. Under section 6(a) of the OSH Act, OSHA adopted hundreds of PELs in 1971
that were, at that time, considered national consensus standards. They have not been updated since and are
based on science from the 1960s or earlier. Since 1971, OSHA has regulated only about 40 chemicals under section
6(b). These more comprehensive standards are based on thorough evaluation of health effects and a
determination that risks are significant. OSHA has 6(b) standards regulating only asbestos and MC. It has PELs
(adopted under 6(a)) for PERC and TCE but not for the other 10 chemicals. In the case of both asbestos and

MC, OSHA's published Federal Register preambles found that even at the revised PEL, employees continued to be
exposed to significant risks i.e., risks above 1/1000 — OSHA’s definition of significant risk.
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Third, OSHA does not cover all workers. It only covers private sector employees of employers. it does
not cover employees of federal, state or local governments. These workers might include building
maintenance people exposed to asbestos, hospital workers exposed to PERC when laundering linens or
other supplies, etc. OSHA also does not cover independent contractors. In the construction sector,
many people performing remodeling work, such as stripping paint and otherwise using MC, or removing
asbestos insulation are independent. These workers have no OSHA protection. So even if OSHA
standards were adequately protective of the workers they covered, there would still be a need for EPA
to act under TSCA to make sure all workers had an equivalent level of protection.

Fourth, there is no basis for EPA to assume across-the-board compliance with OSHA standards. As the
Agency pointed out in its proposed section 6(a) rule for MC paint removal products, exposures above
the OSHA limit have been well documented.® To determine actual workplace exposures, we encourage
EPA to obtain and review all the data gathered by law under OSHA’s Access standard, 29 CFR 1910.1020
which “provide[s] employees and their designated representatives a right of access to relevant exposure
and medical records; and to provide representatives of the Assistant Secretary a right of access to these
records in order to fulfill responsibilities under the Occupational Safety and Health Act.”®
(1910.1020(a)). This would provide a basis for comparing actual exposures to OSHA standards and, for
specific chemicals, determine whether and to what extent OSHA standards reliably limit exposure. While
these data will provide a valuable snapshot of exposures, it should be kept in mind that OSHA exposure
monitoring data is not systematic or comprehensive, and therefore may not be representative of

workplace chronic or peak exposures that are likely to be missed with snapshot monitoring.

Finally, as EPA has recognized, some of the industrial hygiene strategies embodied in OSHA standards -

such as labels and respirators — are known to be of limited effectiveness in protecting workers and have
been required by OSHA to compensate for the lack of effective engineering controls or constraints on its
authority, not because they are uniformly protective. For example, in its proposed section 6(a) rules for
TCE, MC and NMP, EPA analyzed a universe of 48 studies® and concluded that:

# Studies referenced by EPA found widespread non-compliance with the OSHA MC workplace standard during
paint and coating removal, resulting in MC exposures above the OSHA standard, despite the mandatory nature of
the OSHA requirements. 82 FR 7405 (Ref. 70}

¥ These data include:

*  “Environmental (workplace) monitoring or measuring of a toxic substance or harmful physical agent,
including personal, area, grab, wipe, or other form of sampling, as well as related collection and analytical
methodologies, calculations, and other background data relevant to interpretation of the results
obtained” (1910.1020(c)({5)(i}}; and,

*  “Biological monitoring results which directly assess the absorption of a toxic substance or harmful physical
agent by body systems {e.g., the level of a chemical in the blood, urine, breath, hair, fingernails, etc.)”
(excluding drug and alcohol testing) 1910.1020(c){5)(ii).

For example, the OSHA standard for methylene chloride can be found at 29 CFR 1910.1052, which describes details
of mandatory exposure monitoring, employee notification requirements, and long-term retention of the
monitoring results. Under OSHA’s Access standard, 29 CFR 1910.1020 (D){7}{ii), employers must retain these
records for 30 years.

# OPPT summarized these studies in a paper entitled:

The Effectiveness of Labeling on Hazardous Chemicals and Other Products (March 2016) (Ref. 33 in rulemaking
docket).
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[Clonsumers and professionals do not consistently pay attention to labels; consumers and
professional users often do not understand label information; consumers and professional users
often base a decision to follow label information on previous experience and perceptions of risk;
even if consumers and professional users have noticed, read, understood, and believed the
information on a hazardous chemical product label, they may not be motivated to follow the
label information, instructions, or warnings; and consumers and professional users have varying
behavioral responses to warning labels, as shown by mixed results in studies.®®

Similarly, EPA cautioned that “there are many documented limitations to successful implementation of
respirators,” explaining that:

“Not all workers can wear respirators. Individuals with impaired lung function, due to asthma,
emphysema, or chronic obstructive pulmonary disease for example, may be physically unable to
wear a respirator. Determination of adequate fit and annual fit testing is required for a tight
fitting full-face piece respirator to provide the required protection. Also, difficulties associated
with selection, fit, and use often render them ineffective in actual application, preventing the
assurance of consistent and reliable protection, regardless of the assigned capabilities of the
respirator. Individuals who cannot get a good face piece fit, including those individuals whose
beards or sideburns interfere with the face piece seal, would be unable to wear tight fitting
respirators. In addition, respirators may also present communication problems, vision problems,
worker fatigue and reduced work efficiency (63 FR 1156, January 8, 1998). According to OSHA,
‘improperly selected respirators may afford no protection at all {for example, use of a dust mask
against airborne vapors), may be so uncomfortable as to be intolerable to the wearer, or may
hinder vision, communication, hearing, or movement and thus pose a risk to the wearer's safety
or health. (63 FR 1189-1190).”” %

Because of these considerations, EPA cannot assume that, simply because they are required by OSHA
standards, labeling or respirators will in fact provide adequate worker protection and successfully
prevent unsafe exposure. Rather, as it did in its proposed rules for MC, TCE and NMP, EPA should
explicitly recognize the limitations of these industrial hygiene controls and determine whether risks to
workers are unreasonable given that labeling and respirators are often unprotective and unreliable in
the real world.

Conclusion

The EPA problem formulations are replete with questionable exclusions and loopholes, failures to
require necessary testing, deviations from accepted scientific methods and refusal to accept previous
peer reviewed determinations of risk. As a result, the Agency is on a path to produce evaluations that
ignore important exposure pathways and at-risk populations, disregard evidence of adverse effects and
reach misleading, incomplete and understated conclusions about risk that weaken public health
protection. EPA should put the 10 evaluations on hold, rethink how they are being conducted, and
reinitiate them in accordance with the law and principles of sound science.

¥ 81 FR at 91601.
¥ 82 FR 7445
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Please contact SCHF counsel Bob Sussman with any questions about these comments at

bobsussmanl@comcast.net.

Respectfully submitted,

Liz Hitchcock
Acting Director
Safer Chemicals, Healthy Families

Pamela Miller
Executive Director
Alaska Community Action on Toxics

Katie Huffling
Executive Director
Alliance of Nurses for Healthy Environments

Linda Reinstein
President and Cofounder
Asbestos Disease Awareness Organization

Ansje Miller
Director of Policy and Partnerships
Center for Environmental Health

Kathleen A. Curtis, LPN
Executive Director
Clean and Healthy New York

Mark S. Rossi, PhD
Executive Director
Clean Production Action

Lynn Thorp
National Campaigns Director
Clean Water Action

Anne Hulick, RN, MS, JD
Connecticut Director
Clean Water Action

Danny Katz
State Director
Colorado PIRG {CoPIRG)
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Eve Gartner
Staff Attorney
Earthjustice

Patrick MacRoy
Deputy Director
Environmental Health Strategy Center

Bill Walsh
Founder & President of the Board
Healthy Building Network

Madeleine Foote
Legislative Representative
League of Conservation Voters

Maureen Swanson
Director, Healthy Children Project
Learning Disabilities Association of America

Emily Scarr
State Director
Maryland PIRG

Jennifer Sass, Ph.D.
Senior Scientist
Natural Resources Defense Council

Ted Schettler MD, MPH
Science Director
Science and Environmental Health Network

Bay Scoggin
State Director
Texas PIRG (TexPIRG)

Laurie Valeriano
Executive Director
Toxic-Free Future
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Roxanne D. Brown
Legislative Director
United Steelworkers

Kara Cook-Schultz
Toxics Program Director
U.S. PIRG
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Elise Orlick
State Director
WashPIRG

Adrienne Hollis
Director of Federal Policy
WE ACT for Environmental Justice

Michelle Naccarati-Chapkis

Executive Director
Women for a Healthy Environment
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» First rulemakings under TSCA § 6 in 27 years, will be first
rulemakings interpreting “unreasonable risk” under revised

TSCA.

« Three main points:

 Failure to comply with Small Business Regulatory

Enforcement Fairness Act (SBREFA)
« Failure to comply with requirements of TSCA §§ 6, 26
« Failure to comply with requirements of TSCA § 9

« |n each case, the failure is clear from the face of the statute.
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The Regulatory Flexibility Act, as amended by SBREFA, provides:
“When any rule is promulgated which will have a significant economic impact
on a substantial number of small entities, the head of the agency promulgating
the rule or the official of the agency with statutory responsibility for the promulgation
of the rule shall assure that small entities have been given an opporiunity o
participate in the rulemaking. . . .

“Prior to publication of an initial regulatory flexibility analysis which a
covered agency s required to conduct by this chapter. . .the agency shall
convene a review panel for such rule consisting wholly of full time Federal
emplovees of the office within the agency responsible for carrying out the proposed
rule, the Office of Information and Regulatory Affairs within the Office of
Management and Budget, and the Chief Counsel. . | .

“If the head of the agency makes a certification. . . the agency shall publish
such certification in the Federal Register at the time of publication of general
notice of proposed rulemaking for the rule or at the time of publication of the
final rule, along with a statement providing the factual basis for such
certification.”
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SQUIRES

2 3 g = g 0§ SO PP P8
b3 & EoF & & & & ] &
B b o e et ot penen st B oS et pen ot ety 8 @ cadbey BB ETHRETRET ST A
§ §$\§§\§§\§\*§\\S\Q§\§§§i‘:§§\§$\QQ:‘& ‘\\%\\\x\,ﬁ\gg\%gi \\Ng\\\\\iS\\\&:\%\\\\\u s\\\wg\\\\
B o FE EF ¢ o FOuE F 2, 3 E = P S g
PR PRGOS PRSI I %he WV IR S b’ B heed £0% ¥ ‘ :
) - 43 £y +6
& i 3 LR WEL NN

« No SBREFA Panel was held for the proposed spot cleaning/aerosol
degreasing rule, however, as £EPA certified that the rule would "not, if
promulgated, have a significant economic impact on a substantial number of
small entities.”

«  Spot cleaning is done by dry cleaners, which are virtually all small entities.

» it is not credible that EPA could certify that the rule would not have a significant
economic impact on a substantial number of small entities (SISNOSE), where the
National Cleaners Association (NCA) estimates that 60- @@ % of retail dry cleaners
routinely use TCE on the spotting board (14,130 ~ 21,195 small businesses) and
projects that such a ban will cost 4-5% of gross sales.

»  Even the lowest increased cost estimated by NCA (4% of gross sales), at the low
end of the range of small dry cleaning entities (14,130), constitutes SISNOSE as
defined in EPA's guidance (far more than the 1-3% impact on 100 small entities
considered SISNOSE)..

« Neither the preambie {0 the proposed rule nor the economic analysis contains the
“statement providing the factual basis for such certification [of no SISNOSEY
required by SBREFA,



SQUIRES

PATTON BOGGS

BN EE P e g

= Draft TCE Work Plan assessment entitled "Degreaser and Arts/Crafts Uses”

« “EFPA focused the assessment on uses of TCE as a degreaser (i.e., both in
small commercial setlings and by consumers or hobbyists) and on consumer
use of TCE in products used by individuals in the arts and crafts field.” (p. 14)

= Spot cleaning mentioned only In n. 8: "there were several spot cleaners for
fabrics marketed to consumers, but none contained TCE; lists of ingredients
were not available for a few of the spot cleaners.”

= No reference at all to spot cleaning in the workplace.

= With no explanation, final TCE Work Plan Assessment is entitied
‘Degreasing, Spot Cleaning and Arts & Crafts Uses” and includes
‘Commercial use of TCE as a spotting agent at dry cleaning facilities.” (p. 26)

« Because there was no notice that EPA was addressing spol cleaning, there
was no participation by dry cleaner representatives and no peer review of the
spot cleaning assessment.
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= For risk assessments completed prior to passage of the Lautenberg Act,
including that for TCE, TSCA § 26(1)(4) provides that “the Administrator may
publish proposed and final rules under section 6(a) that are consistent with
the scope of the completed risk assessment for the chemical substance and
consistent with other applicable requirements of section 6.7

= The failure to nolify dry cleaners that EPA was assessing a key agent upon
which they rely clearly violates TSCA § 6(b)(4)(H): "The Administrator shall
provide no less than 30 days public notice and an opportunity for ﬁﬁmm@ﬁt
on a draft risk evaluation prior to publishing a final risk evaluation.” This
would appear {o be an "applicable requirement]] of § 6" for purposes of TSCA
§ 26(1)(4), and in any event is required by § 553 of the Administrative
Frocedure Act.

The supplemental analyses now in the docket for both proposals, done after
enactment of the Lautenberg Act, also clearly require nolice and peer review
(discussed below).

ED_004056A_00218714-00006
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= The proposed ban on TCE in vapor and aerosol degreasing also runs
afoul of § 26(1)(4) because it is not “consistent with the scope of the
completed risk assessment.”

* The Work Plan Assessment is focused solely on exposure from TCE
use as a solvent degreaser in small commercial settings and by
consumers: "although the use of TCE as a solvent degreaser at
large commercial/industrial operations is expected to be frequent and
the concentration of TCE high, human exposures in these settings
are expected to be monitored and controlled by Occupational Safety
& Health Administration (OSHA), thus, this use is also not considered

in this assessment” (p. 27).

= The proposed ban, however, recognizes no such limitation. EPA
would prohibit all commercial use of TCE in vapor degreasing and
general aerosol degreasing, whether by large or small operations.
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# Under TSCA § 6(b)(4)(F) the risk evaluation must:

« “describe the weight of the scientific evidence for the identified
nazard and exposure.”

= TSCA § 26(h):. “In carrying out sections 4, 5, and 6, {o the extent that
the Administrator makes a decision based on science, the
Administrator shall use scientific information. . .employed in a
manner consistent with the best available science. . . and shall
consider as applicable—
= (5) the extent of independent verification or peer review of the
information. . .

= TSCA § 26(1). "The Administrator shall make decisions under
sections 4, 5, and 6 based on the weight of the scientific evidence.”
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= The Work Plan Assessment 1s inconsistent with applicable reguirements of
TSCA § 6 that it be based on weight of the evidence:
|t expressly relies on hazard values derived directly from a single academic
study to estimate non-cancer risk, even though three GLP-compliant studies
conducted under EPA guidelines have been unable to reproduce the effect;

« The University of Arizona study upon which EPA relies has been heavily
criticized in the published literalure, and other regulatory agencies have
expressly declined 1o rely on the academic study citing data quality concermns;

+ The authors of the Arizona study have published repeated corrections that
fail to address the data qualily concerns; and a majority of EPA’s own staff
scientists expressed “low” confidence in its resulls;

« |t is a screening level assessment which does not meet OMB guidelines
implementing the Information Quality Act for a "highly influential scientific
assessment” to support TSCA § 6 rulemaking.

ED_004056A_00218714-00009
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= The Work Plan Assessment i1s inconsistent with applicable requirements of
TSCA § 6 that it take into account peer review.

= EPA’s peer review chairperson wrote: "The draft document fails {o articulate
salisfactorily that the analysis described within should be characterized as a
screening level assessment. . . . | believe that the Agency acted prematurely
in issuing this (screening level) assessment for public comment. . . . After
listening carefully to the comments and contributions from the other members
of the Panel, | have concluded that there would little benefit in revising this
draft screening assessment.”

#

Another panelist devoled six pages to the non-cancer assessment alone:
“fundamental biological problems with the OPPT non-cancer hazard indices
and risk conclusions over concern for developmental toxicity render that
aspect of the draft assessment unreliable. The draft document should be
returned to the authors for major revision as there are substantial
uncertainties in the domestic (hobby) exposure assessment and serious
deficiencies in non-cancer hazard identification.”

ED_004056A_00218714-00010
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= This highly unfavorable peer review was either ignored
or, characterized as favorable:
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= § 9(a) — Laws not administered by EPA:
= |f unreasonable risk can be sufficiently reduced under a law not administered by
EPA, EPA shall publish and submit to the other agency a report and request it io
determine if it can reduce the risk under such other law. The other agency must
respond o EPA and publish s response.
« Other agency must either decide that there is no such risk or initiate rulemaking
within 80 days of ils response

§ 9(b) — Laws administered by EPA:
if risk can be sufficiently reduced under anocther law aa::ém istered by EPA, then EPA
must use that other authorily unless it delermines that it is In the public interest to
proceed under TSCA,

« in making public interest determination, EPA must compare the estimated costs and
efficiencies of the actions to be taken under TSCA and aclion to be taken under

such other law.
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= Qriginal history is clear: “it was the intent of the conferees that the Toxic
Substance Act not be used, when another act is sufficient to regulate a
particular risk.”

» Recent House report:"TSCA's original purpose [is] filling gaps in Federal law
that otherwise did not protect against the unreasonable risks presented by
chemicals,” and "the Administrator should respect the experience of, and
defer to other agencies that have relevant responsibility such as the
Department of Labor in cases involving occupational safety.” Colloguy:

= “Mrs. BLACKBURN. It is my understanding that, as a unified whole, this language, old and new,
limits the EPA's ability 1o promulgate a rule under § 6 of TSCA 1o restrict or eliminate the use of a
chamical when the Agency either already reguiaies that chemical through a different statule under
s own control and that authority sufficiently protects against a nsk of injury to human heslth or the
environment, or a different agency already reguiates that chemical in a manner that also sufficiently
protects against the risk identified by EPA. Would the chairman please confirm my understanding of
§ 97

= Mr. SHIMKUS. The gentlewoman is correct in her understanding.

= “Mrs. BLACKBURN. As the EPA's early-stage efforts o reguiate methviene chicride and TCE under
TSOA S 8 illustrate, they are also timely. EPA simply has %:@ aa::i:@um for why a new reguiation for
methylene chloride and TCE under TSCA I8 necessary. .

ED_004056A_00218714-00013
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“ centration, and ppm as an acceptable maximu
ka (five minutes in any two-hour period) above the
ptable ceiling concentration for an eight-hour shift.
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Halogenated Solvent Cleaning NESHAP, 40 C.F.R. Part 63, Subpart T
= 50 Fed. Reg. 61800 (Dec. 2, 1994) — MACT for major and area sources

= 72 Fed. Reg. 25138 (May 3, 2007) — 14,100 kg/year facility-wide emissions
imit ("ample margin of safety to protect public health”)

#

Changed work practices, reduced in-facility exposure (occupational and
bystander) and fenceline emissions

#

Work Plan Assessment relies on data collected before the May 2010
compliance deadline for NESHAP (primarily the NEl and TRI, and many
assumptions (see pp. 34-37)) to estimate releases, exposures, and
population exposed (pp. 114-15). This major source of uncertainty could be
eliminated by reference to data required to be reported under the NESHAP:
= Under the NESHAP, every facility must make initial notification and report
annually to EPA for each degreaser: type of machine and controls,
location, date of installation, solvent consumption, and emissions.

ED_004056A_00218714-00015
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PATTON BOGGS

« More basically, to extent Work Plan Agggagm@m references
NESHAP at all, it reflects misunderstanding of it

‘EPA’s overall emission limit for implementing {‘Eé‘z@ NESHAP] is 150
ké%@gmmg (kg) per square meter (m?) per month (EPA, 2004a)” (p.
39).

= This reference is to NESHAP for organic liquids distribution (non-
gasoline), not here relevant.

= 150 kg/m? per month limit was an alternative standard for batch
machines in 1994 degreasing NESHAP (MACT).

= Current emissions limit is 14,100 kg/year facility-wide TCE emissions;
not reflected at all in Assessment.
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= EPA refers only to consultation with and letter from OSH
?E@ support taking j OVer reg julation of toxic substances In

WO , ce from %iffjﬂi;;i% SHA. No report, no referral, no
mply with § 9(a).

= Erroneous references to EPA’s own NESHAP for vapor
{:3@ jreasing and failure o use u collected under
;:;:j;::f; iiﬁ ﬂsg@{ <<<< cerm g ne
in ih% public inferest
Juired com 0 %m @‘?

gﬁ?@@@@ﬁfiégé impact.
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= Precision Machined Products Association (240 shops) commented at SBAR:

o Cost o replace existing degreasing equipment ranges from $350,000-500,000,
workplace modifications often required to accommodate larger systems.

e (Coslestimates range from 25% of net revenue to total annual profit for some of the
shops consulted,

e Expenditure of $350,000-500,000 is equivalent to 2-3 years of planned capital
investments and would leave US shops far behind South Asian competitors.

»  Such expenditure would starve PMPA members of capital to upgrade their current
processes, purchase new equipment, and make needed improvements.

o« Smaller companies (12-75 employees) report that a mandate {o replace cleaning
equipment requiring $350,000 or more would be a tipping point decision regarding

closing or maintaining the business.

« Shop closings would put all employees out of work and destroy millions in owner's
equily as the business assels would be liguidated.

s One shop said that $500,000 cost for new cleaning technology would consume its
total planned b-year capital invesiment budgel

ED_004056A_00218714-00018
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Where TCE is used i is generally sole means of parts cleaning -100% of shop output.

#

Shops investigating alternatives found no comparable cleanliness except using NPB,
which is not a viable alternative as it is toxic for worker exposure above TLV (0.1 ppm).

%

Aerospace, defense, medical and automotive contracts lock in cleaning methods as
part of the approval process. Cusiomers typically demand that critical machined paris
be free from oil.

= Fallure to remove ol completely can affect reliability of automatic optical and electronic
gauging systems in place to assure 100% verification on safety-critical automotive and
aerospace parls.

= Compatibility of replacement cleaners an issue as TCE is accepted for compatibility
with polymers, especially important in defense applications (e.¢., many shops in
Europe have received derogations due to requirements of BAE, Airbus, and others for
paris {o be cleaned with TCE).

= (One shop making airbag, braking, and other engine mount paris estimated that
approval of a new cleaning process by automotive customers would entail 5-10 man-
vears to test, document resulls, prepare automotive FMEA/PPAP documentation,
submit, and follow up with customers for approval.
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The Halogenated Solvents Industry Alllance, Inc. (HSIA) represents producers and wsers of
trichioroethy Emc (TCE). We offer these comments on EPA’s proposed rule banning rz;amz.fm:mz‘é of TCE
mr and use of TCE in aerosol de greasing and in spot cleat mw by dw clganing facilies. 81 Fed. Reg.
L3932 (Dec. 16, 20163 This rade, proposed under § 6{a) of the Toxic Substanses Control Act {(TSCAL
b< sed on a Work Plan Assessment of TCE cor mktui by EPA i Jupe 2014, TSCA was amended in June
2016 by the Frank R, Lautenberg Chemical Bafety for the 21st Century Act (“Lantenberg Act™)

HSIA urges EPA o withdraw the proposed "Lk, which 15 based on g very deficient risk
assessment.. While EPA s authorized under TSTA § 26{(D{4} to prc;gmse 2 § 6 rule based on a risk
assessment completed before TSCA was revised, there (3 no reguirement or deadline for it to do so. The
sitnation is very di “‘t:ri:ni for the tan priority compounds designated by EPA under TSCA § 6(bY2X¥A)Y in
December 2016 For these ten designated pollutanis, TSCA establishes deadlings for visk assessments
an 1l ruler mkuzgm TCE 15 one of the ten priortly compounds, and the better course would be o assess the

risks from spot oleaning and acrosnl degreasing as part of the required upsoming TCE assessment.

These comments address the following sublects, among others, in details

o TSCA § 26{1%4) requires, for a rule based on a risk assessment completed before TSTA was
revised, that the rule must be consistent with “the seope of the oo “ﬁpiutﬁﬁ risk assessment for the
chemical substance and consistent with other rappt Hoable requirsments of § 6.7 “Although the use
of TCE as a solvent degreaser at large commersial/industeial operations”™ was “not considerad in

this assessment,” Eii“x 1«::&'&3“{3* Jess would muhrbu all “co umumai use of TOE iy agrosold

degreasing produsts,” regardless of the stze of the fheility. This is plainly outside “the scope of
the ¢ 'ﬂpiutﬁd risk assesamesnt,”

s Further, the TCE Work Plan Assessment does not comply with the requirements of TRCA §
GBHAWFY or TSCA & 26(h) and (1}, which are expressly applicable to any EPA ™ Emzmsn hazed
on sclencs” under TSCA § 6. The disparity between the completed risk assessments and the
“applicable requirements ofg &7 is obvious from even a cursory review of the procedures for risk
gvaluation under the amended TSCA proposed by EPA sarlier this year.

s The Work Plan Assessment expressly relied on hazerd values derived divectly from a University
of Arizona study to estimate non-cancer risk. Several other studies, including two GLP-
compliant studies conducted under EPA and OECD guidelines, have been unable to reproduce the
effect seen in the Arizona study, The Arizona study has been heavily eriticized in the published
Hterpture, (s results have not been repticated by any other laboratory, and x:xmrar regulatory
authorities {including the California EPAY have rejected the study as deficie

s Fgually, the Work Plan Assessment relivs on qualitative and quantitative estimates of cancer risk
that are not realistic or justified by any underiving se EwﬂC FP»@ estimates a baseling cancer risk
from chronie occupational spot cleaning exposures of 1 in }(i Cancer incidence of this
magnitude could not go unnoticed, and indesd EPA’s estbnate is belied by available
epidemiclogy studies of dry cleaning workers which show no such risk. Indeed, two recent large
Mordic epidemiﬂ?o"if:ai studies, both of which had extensive follow-up of the cohorts, have fails
to find an association between TCE and kidney cancer, and these are not addressed in the Wark
Plan Assessment. Further, EPA™s development of 8 potency factor based on Charbotel ef ol
{2006) divectly contravenes the advice EPA received from the National Academy of Suiences.

zd

Y81 Fed, Reg. 91927 (Dec. 19, 2016),
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s Un the exposure side, for spot cleaning EFA relied solely on a 2007 California study, which it
recognized may not be representative of US dry cleaning faciities. For aerosol d.ugmd& ng EPA
provided no emissions or monitoring data — thus these are hypothetical exposures. Moreover, th
craft TCE assessment, entitied “Degreaser and Arts/Crafls Uses,” did not address spot cleaning
{except to say that none of thoss sold 1o constmers contained TCEY, but the final Waork Blan
Assessmment is entitled “Degreasing, Spof Cleaning and Arts & Crafis Uses” and includes

»

commercial use of TUE as a spotting agent at dry dr;-a.zzing facilities,

¢ Becauss there was no notice that EPA was addressing spot cleaning, there was no participation by
dry cleaner representatives and no peer review of the spot cleaning assessment, Moreover, there
was no Small Business A{iva,i:zz.sy Review, sven though spot oleaning s done by dry oleaners
which are virtually H il sxzti?ie: it is not credible that EPA could certify that the rule would
not have a %"s:rs'{ﬁa,u Hoeconomis impaet on a substantial number of small entitios (SISMNOSE),
where the iw ' ieanm iuum estimates that 60-90% of vetail dry oleaners routinely use TOF
the spotiing board (14, %Q ----- 21,195 small businesses) and projects that such a ban will cost 4-5%
of gross sales, far more than the 1-3% impact considered SISNOSE,

s Peerreview of the draft Work Plan Assessment was scathing, Reliance on the unreprodusible
Arizong study was harshly criticized, The Chair of the panel noted that it was a soreening level
assessment, not suitable for use in regulstion: “the Agency gcred prematyrely i issuing this
fsorpening feveli assessmant Tor public comment. . . Afier Hatening carefully 1o the comments
and contributions from the other members of the i’azzd [ have concluded that there would finde
benefit in revising this draft screening ossessment” Yet EPA claims the peer review was
911;};}01’2;*@&

s E:~P A’s deter nma‘i on that TCE use w1 spot c}@z{'zing and serosn! degreasing poses an
“unreasonable is based on i1z assessment of risks to workers, It is clear, however, that
TECA stobe u&;&d (;zzk}f when other statutes fall 1o provide a romedy for unreasonable risks,

Worker health and safety fall under the jurisdiction of the Occupational Safiety and Hmm
Adminigtration {O8HA), and use of 1&,&. in spot cleaning and spray degreasing is already
adeguataly rc%‘*u?atccﬁ under the Ocoupational Safety and Health Act. Congress cannot have
meant, it enacting’ ‘zapwf‘zii‘ng’ fegistation, 1 open the door to EPA assuming all authority over
the use of hazardous substances in the workplace.

i Failure of Work Plan Assessment to Comply with TSCA §§ 5,26

o %

A Annlicable Reaulremeniz of TSCA S8 6, 26

Although the Lautenberg Act made significant changss to TSCA to ensure that EPA would
employ the “best available science™ in its risk assessments, EPA proposes to rely on a remarkably sketchy
and madequate assessment n s inangural rulomaking under TSCA § 6. TSCA § 6(bY4XF), as revised
by the Lautenberg Act, requires that EPA’s risk evaluations must, among other things:

s “integrate and assess available information on hazards and exposures for the conditions of use of
the chemical substance, including information that is relevant 1o specific risks of injury to health
or the enviromment and information on poiw‘i ially exposed or susceptible subpopulations
identified as relevant by the Adminisirator;”

wWww,spa.aovisitesproduciion fles/ 201 5«
dated peer review comments sepipmbere 2013 ndfl
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s “fake into acnount, whers niemm the likely duration, intensity, ﬁ‘ﬁquency, and number of
exposures under the conditions of use of the chemical substance” and

s “describe the weight of the scientific evidence for the identified hazard and exposure.”

New TSCA § 26(h} requires that, in carrying out § 6, “to the extent that the Adminisirator makes
a decision based on science, the Administrator shail use scientific informati ion, techuical procedures,
measures, methods, protocols, methodologies, or models, emploved i a manner consistent with the best
available science, and shall consider as applicable

{13 the extent to which the scientific information, technical procedures, measures,
methods, protocols, methodologies, or models employed fo generate the information ars
reasonable for and consistent with the intended use of the nformation;

{23 the extent to which the information is relovant for the Administrator’s use in making a
decision about a chemical substance or mixture;

{3} the degree of clarity and completeness with which the data, assumptions, methods,

guality assurance, and analvses employ 5 to generats the infonmation are documented;

{ extent to which the variability and uncertainty in the information, or in the

procedures, measures, methods, protocoels, methodologies, or models, are evaluated and
characterized; and

{4y the

~

{5y the extent of ind
procedures, measures, methods, protocoels, methodologies, or madels.

ependent verification or peer review of the information or of the

With w;:zard to risk assessments completed prior to passage of the Laatenberg Act, including that
for TCE, TSCA § 26(1(4) provides that “the Administrator may publish proposed and final miles under
section G{a) that ar«:z consistent with the scope of the completed mk assessment for the chemical substancs
and consistent with other applicable requirements of section 6.7 Thus, EPA may base regulation on the
pre-enactment risk assessments only to the extent that they comply with the substantive requirements
above,

Regrettably, the proposal to ban TCE in aerosol ¢ ia.,(g,z sing addresses g broader scope of uses
than considered in the Work Plan Assessment. The seope of that assessment is olear: “although the use
of TCE as a solvent degreaser at large comune 'w.} industrial operations is expeoted o be frequent and the
concentration of TCE high, human exposures in these settings are expectad 10 be monitored and
sontrolled by Ose upammi Safety & Health Administration (O8HAY, thus, this use 15 also not considered
in this assessment”™ {p. 275 The Assessment is focused szsidw o exposure from TCE use as a solvent
degreaser in small commersial settings and by consumers,” The proposed ban, howegver, Qg.}nizes ne
such Himitation, It would prohibit commercial use of TCE for general asrosol devmmng as well as is
manufacture, processing, and distribution {n comunerce for this use. Because the proposed rule would ban
nses beyond the 3(:0; fti underlying Work Plan Assessment, it is not “eonsistent with the seope of the
completed risk assessment” and therefor does not comply with TSCA § 26(1{4).

* Qe Work Plan Azsessment at Table 1-1.
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Further, the proposed vule does not comply with the requirements of TSCA & 65" SHAWFY or TROA
§ 26( h? and (1), which are expressly applic biiz to any EPA “decision based on seig nce” under TSCA § 6.
The disparity between the comp sieted TOE Work Plan Assessment and the *applicable requirements 02‘ &

&" is obvious from a zmz w i the procedures for risk evaluation under the amended TSCA proposed E:}}
EPA garlier this vear”

B, Dieficiencies of Principal Non-Cancer Siudy

1. Not Reproducible

The Work Plan Assessment exps ‘e%ix' religs on hazard values derived directly from a single
academic study 1o extimate non-cancer visk.” Specifically, it states (p, 104

*The acute inhalation risk assessment used developmental toxioity dota to evaluate the
acule risks for the TSCA TCE use scenarios. As indicated previously, EPA®s policy
supports the use of developmental studies to evaluate the risks of soute exposures. This
policy is based on the presumption that a single exposure of a chemical at a critical
window of fetal development, as i the case of cardiac development, may produce
adverse developmental effects (EPA, 1991),

“After evaluating the developmental toxinity Herature of TOE, the TCE IRIS assessment
soncluded that the fetal heart malformations are the maost sﬁ;nzmw developmental
toxicity endpoint associated with TCE exposure {EPA, 201 1o}, Thus, BEPA/OPPT based
iiﬁ; acute risk assessment oa the most health protective endp(}izzt (1.e., fetal cardise
malformations; Johnson et al, 2003} representing the most sensitive human population
{i.e., adult women of childbearing age and fetus >16 yrsi.

*The acute risk assessment used the PBPK derived hazard values (HECs,, HECy, or
HECq:) from Juhnson et al, (2003 developmental study f w each degreaser and spot
cleangr use scenario, . . . These extremely low values result in ma rgin of exposure
{“"MOE"Y values below :1.} for almost 21l the cccupational and residential exposure
scenarios examined,”

A single flawed study should not be the basis for the toxicological value that serves as the basis
for resedation. Several other studies, including three GLP-compliant studies conducted under EPA
guidelines to support pesticide registration (40 CFR § 870.3700) and Organization for Economie
Coordination & Development (OECE) guidslines (414) have been unable to reproduse the effect seen
by Johnson er o, (2003

Johnson ef of. {2003 z‘eportﬁd cardige effects in rats from researcch carded out at the University of
Arizona and originally published ten vears earlier by the same authors”  In the carlier-published study,
there was no difference in the percentage of cardiac abnormalities in rats dosed during both pre-mating

4 82 Fod. Reg. 7562 (Jan. 1¢,2017),

W

: Johm(}n PEY, ef of., Threshold of trichlorosthylene contamination in maternal drinking waters affecting felal heart
evelopment in the rat, Envivon Health Perspeet, 111:289-92 (2003}

e BN g af, Cardise teratugenesis of hulogenated hydrocarbon-contaminated deinking water, 1. Am. Coll.
Cardiol, 21 1486-72 (19933,
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and pregnancy at dr 11&1::0 water exposures of 100 ppm (‘7 2% and 1.5 ppim (8.29), even though there
was a 733-fold difference in the concentrations. The authors reported that the effec z:, seen af these
e\;‘so««mm were smzm ically higher than the percent abnormalities in controls (3%). For animals dosed

only during the p regnaney period, the abmormalities in rats dosed at 1100 ppmt {10.4%:) were siatistically
Ez zher than at 1.5 ppm {5.5%0), but those dosed at 1.5 ppa were pot statistivally different from the

ontrols. T hus, no meaningful dose-response relationship was observed in either treatment group,
50%11}501} et of. vepublished in 2003 data from the 1.5 and 1100 ppm dose groups published by Dawson ef

ad. in 1993 and pooled comrol data from other miud}a& an nappropriate statistical practice, to conclude
that rats exposed o levels of TCE greater than 250 ppb during pregrancy have increased incidences of
cardiac malformations in their fetus

2. Criticism in Literature and by Other Eeenlators

Johnson ef ol (2003} has been h:sa\z}};‘ viticized in the published literature.” Indeed, its
predecessor study was expressly rejecied as the basis for MRLs by the Agency for Toxic Substances &
Disease Registry (ATSDR) m its last }Ut" Toxicological Profile Update.” ’ Morgover, the Johnson ef ol
{2003} findings were not reproduced in a study designed 1o doetect cardiae malfrmations: this despite

emnimy%m an improved method for assessing cardiac defects and the participation of Dr. Johnson
G 4 PO . R i .. .
herself.” No increase in cardiae malformations was shserved fn the second guideline study,” despite high

inhalation doses mc:, technigues capable of dete CL’E'H% mast of the malformation types reported by Johnson
ef f. {2003), The dose- zsspm mia‘z onship reportad in Jobmson e of. (2003) fur doses spanning an
extremse range of experimental dose levels is considered by many 1o be improbable, and has not been
replisated by any other izmera‘iaz'}-’.“

Fven the Ualifornia Office of Environmental Health Hazard Assessment (OEHHA) rejected the
study ag deficient:

“Johnson et al. (2003 reported a dose-related increased incidence of abnormal hearts in
offspring of Sprague Dawley rats treated during ;‘tft‘: spaney with 0, 2.5 ppb, 250 pph 13
ppon, and 1,100 ppm TCE in drinking water (0, 0.00045, 0.048, 0218, and 128.52 my/kg-
day, respectively). The NOAEL for the Julmson study was reported to be 2.5 ppb
{3.00045 mg/ komdaa }in this %imt ﬂpow e (22 davs) study. The percentage of abnormal
hearts in the control GIOUR was 2 ;*u’ nt, and 0 the treated groups was U percent (Jow
dose), 4.5 pereent (mid dose 1}, 8 (3 ercent {mid duse 23, and 10,5 percent (high dose),

2 as " ~ . v v -y
‘Harding B, 1 of, Trichlorcethylene and cardize malformations, Envivon. Health Perspect, 1120 AB0T-8 (2004}
Watson, B., ¢f ¢f, Trickdoroethyiene- w;mmu‘ ated drinking watwr and congenital beart weas a critival analvsis of
the Hterature, Bepro, Toxicol I 117447 T {2006},

ATEDR concluded that *{tlhe study ia Hmited in that only two widely spaced exposurs concentrations were used
umi that a significant dose- z&;;}emg was not ohserved {or several exposire scenarios.” Toxicological Profile for
Trichklorosthylene Update (September 1597}, at 88

¥ Fisher, 1, o of, Trichloreethylene, wichiorpacetic avid, and dichlorosestic acid: do they affect fetal rat heart
development? Int L Tasieol 20: 257-67 (2001
Carney, B, of o, Developmental toxiclty studies n CrhCd (30 rats following inhalation o 1 eXpUSLTe to

rrichioroethviens and perchloroethviene, Birth Defeots Research (Part BY 77 405412 (2006}

U tohnson and Dawson, with their collaborators, are alone in reporting that TCE is
h Pe

pﬁcif" cardise weratogen.”
Hardin, B, ¢ «f, Trichlorosthyiene and cardiac malformations, ?zmmn Henltt i

2; ABGT- (2004).

w)
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The number of litters with fetuses with abnormal hearts was 16.4 percent, 0 percent, 44
parvent, 38 pereent, and 67 percent for the control, low, mid 1, mid 2. and high doss,
respectively, The reported NOAEL 15 separated by 100-fold from the next higher dose
fevel The data for this study were not used to caleulate a public-health protective
cone entration since a meaningful or interpretable dose-response relationship was not
bserved. These resulty are also ot consisiens with eorlier developmental and
;"e;;mmzu ifve foxicologival studies done owside thiv lab in wiice, rars, and rabbits: The
other studies did not find udverse effects on feriility ov embryonic development, aside
Srom those assoc fated with materndd tosic ity (Hurdin et al, 2004}

3. Beservations of BEPA Scientific Sy

Remarkably, an EPA staff review that was placed in the docket for the Work Plan Assessment
reflects stmilar concorns, First, one staffmember dissented over relving at all on the Arizona study:

o

“The rodent devedopmental oxicology studies condunted by Dawson et al {1993),
Johnson et al. {2003}, and Johnson et al, {1998} that have reported cardiac defects

resy iiing fromm TCE {and metabolite) drinking water exposures have study design and
reporting Hmitations, Additionally, two good quaim {GLP) inhalation and gavage rodent
studies conducted in other laboratories, Carney of al. 20067 and Fizher ot al. {’-‘ﬂf} 3,
respectively, have not detented cardian defiets. 7“} ese Himitations and uncertainties wers
the basis of the single dissenting opinion of & team member regarding whether the
database supports a conclusion that TCE exposures during development are likely to
canse cardiae defects ™

Second, even the EPA staff that agreed with use of the study had Hitle confidence that it
supported the dose-response assessment

“TAT majority of the team members agreed that the Johnson et al, (2003} study was
xumbie for use in deriving a point of departure. However, confidence - of team members
in the dose resporse evaluation of the cardiae defect data from the Johnson et al, (2003}
study was characterized as between “low” and “medium’ gw* th 7 of 11 team mombars
rating confidence as “low” and four team members rating confidence as “ow o
mediom’ ).

1t is surprising that EPA would consider use of a dose-response value for regulation from a study
in which seven of its own sclentists expressed “low” confidence, and i which the other four could muster
no more than “low to medium™ confidence. The same report notes: “In conclusion, there has not been a
confirmation of the results of the Johnson et al, (2003 and Dawson et al, (1993} studies by another
laboratory, but there has also not been a repeat of the exact same study design that would corraborate or
refute their findings.”

2 Catifornis FPA Public Heslth Goal for Trichloroethyvlens In Deinking Water (fuly 2009, 8t 21 {emphasis added),

diac Toxicity Assesament Update {available a2

" TCE Developmental C
hitndtwww resdations. sovi# ldovamentDeiL DsEPAHOWOPPT. 201 2072 3-004 51,

Mg
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4, EPA’s Dose-Response Evaluation using Johnson ef of, (20033 Is Inapnropriate

The TCE Work Plan Assessment relies on the prior IRIS Assessment’s evaluation of the
relationship between TCE exposure dose and the development of cardiac defects, as desoribed in Johnson
et ol (2003), Ignoring for the moment the myriad of methodological deficiencies in the paper, a closer
look at EPA’s evaluation of that dose-response relationship in generating a point of departure (POI)
raises several concerns, The lmportance of this activity cannot be overstated, s acoording 1o a paper
published by the authors of the IRIS Assessment, Johuson e of (2003 ;cpzewm *the oaly available
study potentially useable for dose-response analysiz of fital cardiac defects.”

in discussing the dose-response evaluation, Makris ¢f of. {2016) further state that *{gliven the

noeraintioy in the dose-response ans i}fai related to the nature of the data, the confidense in the POD
ba;ed on Johnson ¢ of (2003) has liaitations. Overall, however, the POD derived inthe 2011 TCE
assessment (US, EPA, 20113, which used an approach consistent with standard U5, EPA dose- response
practices, remains a reasonable chotee” 1t should be noted that, In order to ‘a'“i'séew: a better moded it in
its derivation of a POD, LE’% dmpped the highest mpoaa re dose from Johnson er of (2003}, With already
guestionable data, and no expectation that the highest dose of TCE would result in a diminished response,
that decision should be z”f:mmmer{fd,

{
;

Makris er o/, {2016) deseribe additional doss- zexpange analyses performed to characterize the
uneertainty in the POD. In summarizing the results of this analysis, they state that “{allternative PODs
were derived based on use of altemative models, allemative BMR Eezvefs, or alternative procedores (such
as LOAEBL/NOAEL approach), each with different strengths and Hmitations, These alternatives were
within about a0 dw‘ of zxzaigm{z:de of the POL derived in the 2011 TCE c’zx,se\a’s’mezzz“” {emphasis added),
Thiz level of uncertainty fnmodsling the POD when combined with the uncertainty in the PBPK
modeling {¢ ham sed elsewhere) and the overall poor quality of the undevlying dev iupmemai toxinity
study provide litle wni idence in the resulting non-cancer toxicological value in the Work Plan
Agsessment that drives the proposed regulation,

g, Reliance on Johnson ef of, (2003 Is Inconsistent with Use of Best Availahle
Science

Al acute inhalation exposures in the TCE Work Plan Assessment were measured against
pois:nt ial developmental toxicity endpoints based solely on EPA’s IRIS evaluation of Johnson of ol
(20033 When HSIA requested access to the data used by EPA in its evaluation of the dose-responss
relationship between TCE exposure and cardiac defects reported in Johnson of of. (2003}, the Agency
provided the spreadsheet, referenced as Johnson (2009) (HERQO 1D 783484 ) in the 2011 IRIS Assessment,
amd mdzcahd that was the entirety of the Jdata evaluated. Examination of that spreadsheet reveals an
absence of certain critical information, including, most importantly, dates for any of the individual
treatment/oontro! animals,

Acknowledging the docuwmented deficiencies in thelr paper {and the data provided to EPA), the
authors published an mamm aimed at updating the public record regarding methodologizal issues for
Johnson ef of. (2003)."° According to Makris er of (201658

" Makris SL, Scott €8, Pox J, ¢f af., Systematic evaluation of r‘h* potential effects of trickdorosthylene exposurs on
cardine development. Repro Tox ‘c&;w(} &y httnfdy dobors/ 181016 ooz 201608014

® Johnson PO, Goldbe 1&. 81, Mayvs MZ, Dawson BY, Brratim ?zr s for Johnson @ of [Environ
Heshth Perspect 113: A8 (20033]; Envivon Heslth Pf,vspcci 122 A94 (2014,
httpfdedotorg/10.] ?8@;‘@.3*}\ 122-A94

.
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some study reporting and methodological details remain unknown, e.g., the precise dates
that each individual control animal was on study, maternal body weight/food
consumption and clinical observation data, and the dewiled resulis of analvtical chemistry
testing for dose concentration. Addzim 1al possible sources of uncertainty identified for
these studies include that the arch was condunted over 8 G-vr period, that combingd
contred data were used for z:mng:@;—mé;on to treated groups, and that sxposure
characterization may be imprecise beeause tap (rather than distilled) drinking water was
used in the Dawson ef of, {1993 study and because TCE intake values were derived from
water consumption measures of group-housed antmals”

HSIA submits that the information contai fy
Johnson of ¢f, {2003) as “hest available science”

chemical risk evaluation under TSCA gy azmnﬁwd

ed tn the above paragraph alone should disquali
requ sived under EPA's proposed procedures for

&, FPatlure to Conform to EPA Guidelines for Devedopmental Toxisity Risk

Axzessment

EPA’s Guidelines for Developmental Toxigity Risk A»«\ess Ireﬁi establish the framework for
evatuation of developmental toxioity risk on a case-by-case basis.”® Under these Guidelines, “[i]f data are
sonsidersd syfficient for visk assessment, an oral or dermal reference dose for dt‘?yaiﬁpmu tal toxicity
{RiT3y) or an inhalation reference congentration for developmental toxicity (RfChy) i then devived for

3%

corparizon with buman exposure estimates”™ (emphasis added}.

In defining sufficieoncy, the Guidelines state: “In the case of animal data, agents that have been
tested adeqamaﬂib' in laboratory animals gccording to current tesi guidelines generally would be snciud@d
n the “Sufficient Experimental Animal Evidence/Limited Human Data”™ category {smphasis added).
Where, as here, the “database on g ;‘azt cular agent includes less than the minimum sutficient ev nimce {as
defined in the *Tnsufficient Bvidence’ tegory) necessary for a risk assessment, but some dats arg
available, this information could be uoed to determine the need for additional testing. . . . In some cases,
a database may contgin conflicting data. In these instances, the risk assessor must consider each study’s
strengths and weaknesses within the context of the overall database in an attempt to define the strength of
evidence of the database for assessing the potential for developmental toxicity”

Given the demonstrated shorteomings of Johnsou ef of {2003}, which was not conductad 1o EPA
test puidelines, snd the availability to BPA of three guideline studies, we submit that the Guidelines for
ﬁ{)eveiopmmmi "i" sicity Risk Assessment and TSCA §5 6 and 26 require a weight of evidence evaluation
of the database before EPA relics on Johnson e of, (2003} for regualatory purposes,

7 New Relevant Information

A thivd guideline study of TCE developmental toxicity has been sponsored by HSIA. The study
was designed with a focus on cardiae abnormalities and included toxicokinetic measures to enable
u‘sm;}amﬂn with the earlier studies. It was intended to il the remaindng gap for 2 guideline study by the
drinking water routs, the same sxposure moute as Johnson er of, (2003, Regrettably, although the in-ife

Qi0-2A42-28237178

ey, 7362 (Jan.

19,2017},

e, 63798 {December 5, 1991}
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portion of the study was conducted during (h.mix, and Movember, 2015, the concentrations i}f TCE
measured in the drinking water solutions were found 1o he ’Qdcs\"he acceptable target range of 1% &
10%, invalidating the study. The laboratory is cméuctmg additional stadies to idﬁ:ﬂ’iif} the source of the
deviations and the study will be rerun as soon as the dosing methodological issues are resolved and
scheduling permits. A statement to this effect is attached as Appenidix 1.

C, Deficiencies of Cancer Risk Assessment
1. Erroneous Characterization of TCE az *Carcinogenic 1o Humans”

While acute risks of developmental toxicity are characterized by EPA as of the greatest concern,
the Work Plan Assessment also coneludes that all but one of the ,jx,g:;eaa@r gxposure stenarios excesded
all the target cancer levels, The discussion of carcinogenicity in the Work Plan Assessment suffers from
slavish reliance on EPA’s varlier assessment of TCE under its Integrated Risk Information System.”™ The
KI5 Assessment dawhm TCE as “Carcinogenie 1o Humans.”™ It fails to discuss (or even o recognize)
that such gidsszf“ tm is incousistent with a definitive report by the National Academy of Spiences,
discussed below,™ We briefly address below how the epidemivlogical data on TCE do not meet the
threshold for classification as “Carcinogenic to Humans”

oot {3

a. Cridelines for Carsinonen Bisk Azzessment

EPA’s 2005 Guidelines for Carcinogen Risk Assessment provide the following
desoriptors as to the weight of evidence for waz;,znogs,:z,zia;i'{.g .

s Carcinogenic to humans,
= 1ikely to be carginogenic to humans,
®  Suggestive evidence of carsinogenicity,
= Inadequate information to assess carcinogenic potential, and
»  Not likely to be carcinogenic {o humans.”
According to the Guidelines, “carcinogenic to humans™ means the following:

“This descriptor indicates strong evidencs of human carcinogendeity, It covers different
combinations ot evidenve,

s “This descriptor is appropriate when there is convincing
eptdemiclogic svidance of & causal association between human exposre
and cancer,

P eroyicologioat E{%ze\» of Trichio cs,r’n‘ ime {CASB Mo, 79-01-6) in Support of Summary Infbrmation on the

Integrated Risk Information System (IRISY (IRIS Assessmant™)

* National Research Uounci], Contaminated Water Supplies at Camp Lejeune: Assessing Potential Health Bffec
{2009 (hereinafler “Camp Lejsung report”™).

70 Fed Reg. 17766-817 (April 7, 20038,
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® “Exceptionally, this descriptor may be equally appropriate with a
lesser weight of epideriologic evidence that is s wmmi ened by other
lines of evidence. It can be used when off of the following com}mo 15 are
met: {a} There is strong evidence of an associstion between hman
exposure and either cancer or the key precursor events of the agent’s
made of action but not ennugh for g s,aus\i. associstion, gied (b there is
extensive svidence of ¢ -m,moz,ﬁ, nicity i animals, and (o) the mode(sy of
carcinogenic action and associated key precursar events have been
wdentified in animals, and () there is strong evidenve that the key
precursor events that precede the cancer responss in animals are
anticipated o occur in ugpans and progress to tumors, based on
available biological information. In this case, the narrative includes a
sumimary of both the experimental and epidemdologic information on
mode of action and alsoe an indication s of the ralative weight that each
source of information carries, 2 g, based on human information, hased
o Himited human and extensive animal experiments.”

According to the Guidelines, the deseriptor “likely to be carcinogenic {o humans™

is appropriate when the weight of the evidence is adequate to demonstrate carcinogenic
pz,ai.z,-m.ad% s bromans but dees not reach the weight of gvidence for the deswriptor
‘Carcinogenic to Humans.” Adequate evidence consistent with this descriptor covers s
broad spectrum, . . Supporting data for this descriptor may include:

“An agent demonsirating a plausible (hut not definitively causal} association between
human exposure and canger:

e “Apnagent that has tested positive in antmal experiments in more than
one species, sex, strain, site or oxposurs route, with or without evidence
of carcinogenieity in humans;

#  “A positive tumor study that raises additiona! biclogical concerns bayond
that of & statistically significant result, for example, a high degree of
malignancy or an early age at ousel;

s A rare animal tumor response in a single experiment that {5 assumed to
be relevant to humans; or

e “A positive tumor study that is strengthened by other lines of evidencs.”
According to the Guidelines, the descriptor “suggestive evidencs of carcinogenioity™

“is appropriate when the weight of evidence is suggestive of carcinogenicity; a concern
for potential carcinogenic effects in hurmans is raised, bul the data are judged not
sufficient for a stronger conclusion. This de.s::riptof eovers a spectrum of pvidence
associated with varying levels of concern for carcinogendeity, ranging from a positive
canger result in the only study on an agent 1o & 51 ingle positive cancer result tn an
extensive database that includes negative studies in other species. Depending on the
extent of the database, additional studies may or may not provide Rrther insights. Some

examples include:
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= UA small, and possibly vot statistically significant, inorease in tumaor
incidence observed In a single animal or human stu dx that does not reach
the weight of evidence for the desariptor *Likely to Be ( ,.az‘ciawg HHC 1D
Humang;

e A small increase n a tumor with a high background rate in that sex and
strain, when there is soms but insufficient evidencs that the observed
tumors may be due to intrinsic factors that cause background tumors and
not due 1o the agent being assessed,

= “Evidence of 8 positive response in a study whose power, design, or
comduct fimits the ability to draw a confident conclusion {(but does not
make the study fatally flawed), but whers the carcinogenic potential is
strengthenad by other lines of evidence or

e YA statistically significant increase at one dose only, but no significant
response at the other doses and no overall trend.”

b, Avpboation of the Guidslines i TCE

{n considering the data in the context of applying the “Carcinogenic to Humans”
desoriptor, one firgt considers the wei ight of the epi écmzuiuw c,ai ey zdww We udge the
epidemiclogic evidence to be neither “sonvineing” nor “strong,” two key terms in the Guidelines,
This judgment is based op four recent reviews and meta-un nalyses of occupational TCE exposures
and cancer as wall as other reviews of this literature.”> The recent review and meta-a mix«-zs by Kelsh er
of. Tocuses on ocoupational TUE exposure and kidney cancer, snd includes the Charbotel ef of, study ."3 hat
is emphasized in the IRIS and Work Plan Assessments.” Both the EPA mmwm&i};wza and the Eelsh ¢
af, meta-analysis of 1 hw TCE kidpey cancer epi 3&?1‘1203&;1(, literaturs produced stmilar summary zmuits
However in Kelsh ef of. the Hmitations of this body of research, namely exposure assessment Hmitations,
potential unmeasz}rﬁi confounding, potential selection blases, and nconsistent findings across groups of
studies, did not allow for a conclusion that there is sufficient evidence of a causal association. despite a
mudest overall association.

There are reasonably well-designed and wellconducted epidemivlogic studies that report
no assoeiation between TCE and cancey, some reasonably vveibdeszgned and conducted studies
that did report associations between TCE and cancer, and finally some relatively ;}o@*i& designed
studies reporting both pesitive and negative findings. Overall, the summary relative rishs or
odds ra:i:im nthe meta- analysis studies (EFA or pu b}’:‘*}ed meta-analyses) generally rangad
between 1.2 and 1.4, The drafi assessment refers to these associations as “small,” a term not

202 o ~ . .
= Alexander, 1, of of, A meta-analysis of vecupational wichloreethylene exposure and mudtiple myeloma or

feakaemia, Ceenp Med {Lond) 36:485-493 2008 Adct\aﬁ&&,i T3, af o, A meta-analysis of occupational

trichlorpethylene exposure and liver cancar, Ent Arch Gceup Bovivon Health 812y 12743 (2007, Mandel, J, e of,
Cecupationsl trichloroethy iemﬁ emm g and non-Hedghin' lymphomar a meta-goalysis and review, Ocoap Environ

Med 63:397-607 (2006); Kels :’ %)cciqmmmal trichiorosthyiene exposure and kidney cancer: a meta-
anabysiz, Epidemiclogy 21(1n 93«:{}:’ {January 20180
& e ) kS

2% f « oy
= Charbotel, B, #f of., Case-control study on rensd cell cancer and vccupational exposure to trichioroethylene, Part
11 Epldeminlogioal Lis,pca,{n, Ann Oveup Hyg "?t}i&} TFITRT (2006),

S
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typically consistent with “convincing” and “strong.” Weak or small associations may be more

tikely to t influenced by or be the result of confounding or blas. Smoking and body mass index

are well-established risk factors for kids ney cancer, and smoking and alcohol are risk factors for

tiver cancer, vet the potential impact of these factors on the meta-analysis associations was not

fully considered. There were sug guestions that these factors may have impacted findings (e g, In

the large Danish cohort study of TCE exposed workers, the researchers noted that smoking was

maore pz‘avak‘:m among the TCE exposed populations, however lttle empirical data wers prm’id&d} In

addition, co-linsarity of ovcupational exposures {({e, TUE exposure correlated with chemical andfor other

SXPOSUIDS ) may 1 make it difficult to isolate potential effects of TCE from those of other exposures within a
given study, and hinder Interpretation across studies. For example, although Charbotel er o/, reported

pu&wim} eXPOSUTE TESpOnse trends, while controlling for many confounders of concern (which

strengthens the weight of evidence}, they also reported attenuated associations for cumulative TCE

exposure after adiustment for exposure 10 cutting fludds and other petrolewm oils {weakening the weight

of the evidence}. Tim study 15 also Hmited due to other potential study design considerations such as

selection bias, self vepor i”mv of work histories, and residual confounding.

s

When examining the data for TCE and non-Hodgkin bvmphoma, kidney cancer, and liver
canger, associations were inconsistent across cecupational groups (summary results ditfered
betwern aerospace/atroralt worker cohorts compared with workers fronn other industries), study
design, focation of the study, quality of sxposure assessment {e.z., evaluating studies that religd
upon biomonitoring to esthmate exposurs v semi-quantitative :33%\ mates ve. self~report, ete), and
by incidence vs. mortality endpoints. Although EPA examined high dose categories, it did not
evaluate any potential dose-response relationships across the e-wsidpm‘a}ﬁg%c studies (except for
Charbotel ef ol ). Reviews of the gpidemioclogic data reported in various studies for different exposurs
tevels (e g cumulative exposure and duration of mpu:;uzz: mEtie s? dui 1ot find consistent dose-responss
associations hetween TCE and the three cancer sites under review,” An established dose-rssponse trend
is ong of the mors important facma’s when making ‘-z.sss;’:s-smeni‘s of causation in epidemiciogic literature.
Thus, based on an overall weight of ey xdenm analy %i» of the apzda miologic research, these data do not
support the conclusion thatt im “strong” or Ysonvineing” evidence of a causal association between
human exposurs and cancer,

EPA’s Guidelines also state that a chewmical may be described as “Carcinogenic o
Humans™ with a lesser welght of epidemiologic evidence that is streagthened by other lines of
evidencs, alt of which 'mm be: met. DOne of these Hnes of t‘fviéﬁzwe is “extensive svidence of
carcinogenicity In animals” Therefore, we must briefly evaluate the antmal data.

The eriteria that have to be met for animal data 1o support a “carvinogenic 1o humansg”
classificatinn are stated D & sequet ntial manner with an emphasized requirement that all eriterta have 1o be
met. Since the Guidelines consider this to be an “esceptinnal”™ route 10 a “carcinogenic to humans”
classification, we would expet rigor 1o have been applied in assessing animal data against the criteria,
This simply was not done,

{3f the four primary tissues that EPA evaluated for carcinogenisity, only one or perhaps two rise
1 the level of biclogical significance. Discussion of the remaining tumor types appaars 10 presuppose

“ Mandel, I, ef of., Occupational trichloroethylene exposure and nos-Hod s lymphomas 8 meta-analysis and
review, Ocoup Environ Med 63397607 (20063, Alexander, B, & «f, & met-goalysis of occupational
frichiorosthviens exposure and Hver cancer, Int Arch Occug Envivon Health 812012743 (‘29(} ¥ Keelsh, M, et ol
Oecupational trichloroethylens exposire and kdney cancer g melfa-analysis, Epidemiology 211y 95-102 (anuary
2010

>.....

w43

DB IRILILAMERILAS

ED_004056A_00218835-00014



that TCE is carcinngenic. The resulting discussion appears then to overly discount negative data, of
which therg are many, and o i ,ghisgh* marginal findings. The text doss not appear to he a dispassionate
rendering of the available date. Specifically, EFA"s conclusion that ’é(iciney cancer is evident in rals rests
on one statistically significam tmdmw in over 70 dose/tumor endpoint comparisons and references to
exceedances of historical ¢ vzmoi values.” Using 8 f‘ 05 pevalue for stat smﬁi significance, a frequency of
1 or even several statistically or biolo gjwd%h significant gvents is expected in such a large number of
dosed/tumor groups. EPA’s av&zaii conglusion aaed on these flawed studies cannot be that TCE s a
known kidney tumorigen, The best that can be said is that the data are inconsistent. Cenainly they do not
meet the criterion of “extensive evidence of carcinogenicity in animals.” Several marginal findis 3&,% o not
constitute ¢

extensive evidence”

For all these reasons, EPA’s olassification of TCE as “Lam wogenic to Humans™ is not supported
by the evidence and cannat be justified under the 2008 Guidelings,™

. ERA’s Position that there 1 Convineing Evidence’ t"}'za T CE s Carcinorenic to
Humans 18 Inconsistent with MNational Academy of Sciences Conclusion of only
Limited or Suggsstive Dvidence’

<

The IRIS Assessment states that "TCE is charanterizad as ‘carcinoganie t© humans’ by all routes
of euposure, This conclusion is based m convineing evidence of a causal association between TCE
exposure in humans and bidney cancer”

Box 2 of the Acadeny'’s Camp Lejeune report, sttached as Appendix 3, categnrizes every cancer
outcome reviewed o relation to exposure to TCE, the dry cleaning solvent perchloroethylene, or a
mixture of the two, The caiev{}r?ss are taken di zcz:tiw from o respected Institute of Medicine (2(“}\,@;
"”po 0 These categories are "sufficient evidence of a causal relationship,” "sufficient evidence of an

wam on," "Hmited or suggestive evidence of an association.” "inadequate evidence to determing an
aawcmmu, and '’ iuum st iggestive evidence of no association,” all as defined in Box 1, also
attached.

2 "33

783
&
f }"“

Looking at Box 2, evidence considered by EPA 1o b "convincing ev zd s of a causal
asaoua{zozz between TCE exposure in humans and kidney cancer” would seem to be constdered
sufficient evidence of a causal relationship.” Yet the ‘xmdum found no ouwlcomes in that category, It
s,sv-‘ou'i d at least be "sufficient evidence of an association.™ Again, the Academy found no outuomes in that
category. Only in the third category, "limited or suggestive evidenoe of an association,” does one find

fiidf& or any other cancer oufcomme 3~m«3uai o with TCE,

"{imited evidence of an association” Is far from "convineing evidence of cavsation.” One would
expect af the least o detailed explanation of EPA's very different conclusion. Although the 2009 Lamp
Lejeune study was already published, and indeed is cited in the references, there is no mention of it in the
text of the IRIS Assessment, even though the previous draft had just been the subject of a multi-vear
review by the Acadersy,

* And that bipassay is from a laboratory whose studies BPA has revigwed and declined o rely apon in other
aBsessments,

* Further commentary to this effect, provided by a distinguished group of consultants in connsction with the TCE
IRIS Assessment but not addressed by EPA, is altached a3 Appendix 2.

7 Institate of Medicine, Gulf War and Healih, Vol 2. Insecticides and Solvents (National Academies Prass) {2003

~13«
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The Camp Lejeune commitiee began with a comprehensive review of the epidemiology studies of
the two solvenis by the 1OM for its Gulf War Report. They then identified new studies published from
2003 to 2008 and considered whether these changed the conclusions in the IOM report. In the case of
TCE and kidney cancer, this was the case. The Camp Lejeuns x()i’ﬁﬂ"-if‘{ﬁﬁ‘ considersd sin new cohort
studies and two case-control st sdies {including Charbotel er o), They concluded that several of these
studies reported an increased risk of kidney cancer, but observed that the results wers often based on a
relatively small number of ax;;oscfd persons and varied quality of exposure data and methodology, Given
these data, the commities mised the olassification for TCE o mateh the IOM conclusion of “limited”™
gvidence for perchiorosthyviene.

ERPA, on the ot%mr hand, offered the stmmary conolusion of e;:om’im:ing human evidenes, bassd
on the "consisteney™ of increased kidney cancer across the different studies. The authors of thess studies,
however, do not agree wi ith EPA's characterization of them, }0;* example, the authors of Charbotel ef o/,
the study EPA finds most compslling, state that the “*uév suggests an association between exposures o
high 3 Is of TCE and inoreased risk of [renal cell carcing zaj Further epidemiological studies arg

554 Vi
necessary to analyze the effect of lower ia::vaz'is of exposure.”

Given the flaws in the IRIS Assessmant, and the very ditferent conelusion reached by the
Academy in its Camp Lejeune report on the same body of data, the Work Plan Assessment should not
rely on the IRIS Assessment’s elassification of TCE as "Carcinogenic to Humans.”

2, EPA Should Regssess Available Cancer Epidemioloey Data, Given Publication
of More Recent and Laveer Studies on Worker Populations

The observation of an elevated but weak kidney cancer assoeiation raported by Charbutel ef o

(2006 contrasts with other occupational studies which did not find an elevation in kidney cancer in
industries using TOE as a metal degreaser, e.g., auuai: manufacturing, metal oleaning, etn., where
gxposures may be higher than for serew cutters, Lipworth and coworkers (2011) found no evidence of
increased kidney cancer ina Zazzz“ worker cohort with multiple decades of TCE exposure 'md %xmmﬁed

cancer follow-up evaluations,” The airerafl reanufacturing study involved a total cohort of 77,943
workers, of which 5,443 were identified as exposed to TCE. The study involved evaluations from 1960
rh rough 2008, at which time 34,248 ‘«‘vs}l‘a&il‘a had disd. Approximately 30% of the workers were hired

gfore 1960 (80% born before 1940), 32% terminated employment by 1980, and approximately a third of

the workers wers emploved for more than 20 vears. The standa z’zi ed incidence ratio (%iix} for kidney
cancer in the TCE-exposed workers was reported as 0.66 (U1 95%: 0 38 1073 This value for the SIR

indicates that these workers were potentially less Hikely to get iudz cancer than the normal population
{or at least had the same rate as the normal population - SIR of 1_«,

Muore recently, two large Nordie country epidemiclogical studies, both of which had extensive
follow- up oi the cohorts, have likewise | "ia.d to find an association between TCE and kidney cancer. An
SIR of 101 {0.70-1.42) was found by Hansen e o/, (2013} for kidney cancer based on 32 cases outof a

total of 9‘3 caneer cases in g cohort ui "33 workers m Finland, Sweden, and Denmark, indicaling that

o, B, et ol Case-conirol study on v

enal cell cancer and occupational exposins ¢ trichloroethylens, Part
i %pzdmu(*?cvzcai aspects, Amn Oconp Hvg SH{ER777-

TIT8T {2006},

# Lipwarth L, Sonderman 18, Monima MT, er of, Cancer montality among airerafl manufhctoring workers: an
extended follow-up, I Oooup Environ Mead 5 >(9‘> 9931007 {2011}

-
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rates were the same as the normal population.” TOE exposures in this cohort were directly confirmed
from urinary biomonitoring of the TCE maetabolite trichlorcacetio acid {TCAY However, overall TCE
gxposures werg likely low in this cohort in that most w\( TCA measurements were less than 50 mg/L,
coresponding o approxi ‘na‘iei 20 ppm TCE exposure. Thus, consistent with the conclusions of Bruning
et ol (2003, this study indicates TCE s unlikely to be a low-dose kidney carcinogen,

Rimilarly, no evidence of kidney cancer was found by Viaanderen ef of {2013} in a recent follow-
up examination o% the Nordie Oesupationsd Cancer cohort (Fipland, ke izz d, Morway, Sweden} in which
statistically notesignificant risk ratios (RR) of ! €} {951,073, 1,02 (0.97-1.08), and 100005107
WEPE 18 pfma,d for 4 total of 4,143 renal cancer cases approximately »Aq ually distributed across thres
respective TCE exposure groups {tertiles) ass wmd from a job exposure md‘izi\ analysis.” Finally,
although g metg-analysis of 23 studies meeting criteria for \iué‘ inclusion found » slightly inoreased
simple summary association of TCE and kidney cancer, RR 142 (1.17-1.77), more detatled analyses of
subgroups suggested 1o association, or possibly a moderate elevation in Kidney cancer risk, and no
evidence of inereasing risk with increasing exposure.™

These more recent studies were not reviewed it 'h.: 2011 TCE RIS Assessment or the 2014 TCE
Work Plan Aszsessment that form the basis for the proposed regulation. Any regulatory action under
TSCA 6, however, is requ rod o be based on the “‘ami available spiency” supported by “subsiantial
evidence in the record.” This s provides wmpc%i; ng support for our position that the iﬂfstm’zt proposal
should be withdrawn and the uses under consideration be examined following the TCE assessment EPA
will be conducting in the near futare under TRCA § 6{b(AH A

3, EPA’s Reliance on Charbote] ef o, (20061 Resulis inan
Orwverly Conservative Estimate of Risk

In i3 2014 Work Plan Assessment of potential cancer risk, EPA focused solely on tnhalation
exposures and relied on an inhalation unit risk (JUR) value developed in the 2011 IRIS Assessment. The
FUIR was based privaarily on epidemiology data from the vase-control study on renal cell carcinoma
{RCCY by Charbotel ef ol {20063, discussed above. Although other spidemiological stadies were used 1o
lerive an aJ_ iusted IL/R estimate for the combined risk of developing RCC, MNHL, or liver canecer, EPA
concedes a lower level of confidence in both the NHL and liver cancer databases, While the Charbotel e
af. study suggests a relationship between cumulative TCE exposure and ROC ineidence, the reliability of
the exposure estimates is a major concern,

The Mational Academy of Sciences Committee that reviewed the draft IRIS assessment relensed
in 2001 recommended that;

% itansen §, Sallmén M, Seldén AL er o, Risk of cancer among workers exposed to trichloroethylens: analysis of
three Mordic oohort studies, I Wall Cancer Inst TO5(12% 869-877 (2013},

enhittter B, f of., Remud cell cancer risk and oocupational exposurs to irichioreethyions:
-pontrol study in Arnsherg, Germany, Am ] Ind Med, 43(3): 274-285 (2003},

31 P .
U Briming T, Pesch B, W
Rosults of a consecudive case

7 Yiaanderen J, Straif
the risk of ymphoma, Hver, and |

K, Pokkala B, ¢ of., Ocoopational exposure o irichioroethylene and p»w% torpethylene and
dney cancer in four Nordie countriss, Gooup Baviron Med 70{8) 393401 (2013},

¥ Kelsh Ma, Alexander E‘!L‘? Mink PI, Mandel JH, Occupational trichloroethylens exposure and Kidney cancer: g
meta-analysis, Epidemioiogy 21(1) Q5102 (2010}
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“itthere appear to be insufficient spidemiclogic data 1o support quantitative dose-
response modeling for trichloroethylene and cancer. The committes recommends that
toxicologic data be used to fit the primary dose-response model(s) and that the available
eptdemiclogic data be used only for validation. The committes does not believe that the
available information is sufficient to determine the best dose-response mode! for
trichlorosthyiene

EPA should follow the recomumendation of the National "a 3(5&1?\ of Scignces, which referenced
the Charbotel ef ol (2005) final study report in its review of TCE. The authors’ own conclusions that the
study only “suggests that there is a weak association betwesn expasures to TRI [TUE] and increased risk
of RCC™ argues against the existence of the robust relationship which should be required for a dose-
response assessment used as the basis for regulation.™

The exposure assessmant for the waoif:i study was based on questionnaires and u{pa
judgment, aot divect measures of exposure.” Worker exposure data from deceased individuals were
included in the study, In contrast to Hving workers, who were able to respond to the questionnaives
themselves, exposure | information fom decsased workers (22.1% of cases and 2.2% of controls) was
provided by sury vzm fanmiily members, The authors acknowle da that “this may have led to a
misclassification for exposure to TCE due to the lower levels in the quality of information collected.”

Analysis of the data revealed evidence of confounding from cutting fluld exposure,
Unfortunately, TCE and cutting oil were co-exposures that could not be cizsagf%g{’um and the majority of

 national f{ewmm Counetl, Assessing the buman health risks {):i"trich?moat?’ty kcy seintific issues, Nationgd
Academies Press, X‘v’ashmg;mrz, DO {3 ,\w}_, iy wavw an.ehyonenbook o phin?record id=11707&nape=R 1

z"'m*eﬁ ?3 ‘;:8 vedte 1, H(rm -’\"2 ot cr;" , Case~conira! study on renal cell cancer and ocoupations!
mcs} Lyon, France; Institnut Universiiaire de Médeoine du

’\,‘ii?f"‘s”f“’ffw\ ?W ‘
hitnd/habarchives-ouvertes, i

docsN0/54/88/ %0 POFicharbatal actobre 05 ndf

s concern was recognized by the Lmapwze Chemicals Agenoy (BOHAY In its 2013 Chemical Ra
[Tihere arg sey ‘eral concerns with this stugdy that should be taken into consideration when asses
risk assessment and hazard characterization. For example, potential selection bias, the fual lity of t¥ e eXposSure
assessment, and the potential confoundiog dus to mhee oxposures In the work place. With respect to the potertial
for selection bias, no cancer registry was avatlable for tiis reglon to fiwm«( all relevant renal z:eii canceyr cases from
the target population. Case ascertainment relied on records of focal urologists and regional medical centers;
therefore, selection biss may be a concern. Given the concerns of the medical community in this reglon regarding
renal vell cancer {RCCY among serew culting indusiry workers, it s Hkely that any cases of renal cell canc 2T BIROng
thess warkers would bkely be dsagrms;f:{;i more accurately and earfier. 1t is also much more onl libely that an BCC
: ¢ workers would be missed compared to the chance of missing en RCC case among other w ork
B, This preference in identifying cases among sorew~cutting industry warkers would bias im;imgs
d divection. Concerning the potentd fal for other gxpostres that eould have contriluged o the association,
serew-cuiting industry workers used a variety of olls amd other solvemsa. Charbotel a2 of reported lower risks for
TCE exposure and renal cell cancer once data were adjustad for cutting oils. In fagt, they noted, ‘Indeed many
patients had been sxpused o TCE Iy serew-cutting workshops, where cutting fluids are widely used, making #
difficult to distinguish between cutting ofl and TCE effects.” This uncertainty questions the reliability of using data
from Charbotel er ol since ¢ one cannot be certain that the observed corvelation between kidney cancver and gxposure
is due to trichiorosthylena”

fety Beport on
sing its use in

* Favolte J, The ﬂnmi B Mudler-Beauté P, of f,, Case-control study on renal cell cancer and occupational exposure
Exposure assessment, Armn Coonp Hyg 300 765-775 (2006}
fannbyy/mel040.

x.iﬁoi,{)rgf'i 0,1693
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the TCE exposed population, the screw wutters, could be expected to experience stmilar patterns of
exposure for both TCE and cutting fluids (probably in acrosnl form). Thus the apparent dose-response
retationship for TCE could be wholly or in part the result of exposure 1o cutting fluids,

In their 2006 publication of the study results, the authors assigned cumulative exposures tato
ertiles (le., low, medinm and high), vet the dose-response evaluaion oo llhﬁi}’i as part of the IRIS

sessment relied on mean cumulative exposure levels provided at a later date.”® Although the EME}
ssment references the email submission of ﬂ data 1o EFA, it provides no dﬁ,mii 3t the tochnical
for the table, raising serious transparency issues,

I an apparent acknowledgement of the uncertainty of the exposure information, Charbote] ef ol
{2006) included an gvaluation of ““ﬂu, impact of including deceased pa.i.za.-mh {proxy interviews) and
elderly patients {“80 years of age)” on the relatio z*\}*'p between exposure to TCE and RCC, Interestingly,
it was stated that “only job ;}eréeds with o high level of confidence with respest to TCE exposure were
considered™ in the study, an apparent reference to the use of two different ocoupational questionnaires,
one “devoted o the sorow-cutting industry and 2 geveral one i or other jobs.” As the Adjusted Qdds Ratio
{OR)yforthe h ﬁh cumtlative dose group was actually higher in the cer 1sored { subgroup than in the
uncensored group [3.34 (1.27-8.74) va 2.16 (1,024,603, the authors cavalierly ‘x‘il&l&lﬁ?*&i&?{i that

“misclassifica m bias may have led to an mdcrabnmﬂ? on of the risk.”

What the authors and EPA appear to have overlooked is that, in addressing the misclas i;g:aimn
bias, Charbotel may also have altered mfz cumulative dose- -rEsponse refationship, For &xa*npi 1 the
censored subgroup there were now only 18 mpowd cases {1 in the Low Uroup, 4 in the Medium szup
and 11 in the High Group) with Adj usted ORs of 0.8 85, 1.03 and 3.34, respoctively. 1 the dose-response
refationship in this higher-confidence sy lw;*uup has changed, yse of the lower-confidence group to
caloulate the [UR would have to be rigorously 111\£ ifted b» EPA before it could be considered suiﬂ,un‘iiv
rohust to drive the types of decisions based onounit risk that are found in the proposed rule.

Ly

4, Pise of TOE Glutathione Conitugate Derived Metsbolites Dichlorovinvighuathinne
{DOVEY and Dichlorovinvieysizine (DOYCY n TCE Renal Toxichy and Cancer Risk
Assessment Should Be Reconsidered iven imz:srs'wed Understanding of the Differential
Crumetitative Formation of these Metabolites n Animals Relative 1o the TOE Oxidative
Me‘mbohtea Trichloroethano) {TCOH, Trichloroacsiic Acid {TCA) and Dichlnroacetic

The TCE IRIS Assessment relies in part on the conclusion that DCVG and DCVC, which are
weakly active renal toxicants and genotoxicants, are formed in toxicologivally significant concentrations
following human exposures to TCE. Importantly, the basis for this conclusion rests on studies in which a
relatively high blood Dﬁ VG concentration {100 ad) was ohserved in voluntears exposed for 4 hours {o
50 or 100 ppm TCE However, Lash ef of. (1999} relied on a colorimetric chromatographic method
analysis of TCE glutathione coniugate-derived metabolites which had substantial pommigi for detection
of non-TCE-specific endogenous substances. Subsequent radiochemivcal and HPLC-MS/MS based
analyses that specifically quantitated both DCVG and DOV have found that the activity of the

* Charbotel B (2008 [Emall from Barbara Charbatel, University of Lyon, to Cheryl Scotr, BPAL

%

Lash LH, Puit DA, Identifisation of §-(1,2-dishlorovinyliglutatidone in the blood of humars volusizers gxposed o
irichlorcethylens, T Toxical Bov Hith Part A, §6: 1-21 (1999},

-17 -
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glutathione conjugate pathway is substantially lower than that of the oxidative pathway resulting in TCA
and DCA formation in both antmals and humans,™

Since the publication of the TCE RIS Assessment in 2011, additional studies have svalusted the
kidney concentrations of TCE oxidative and glutathione cnn; szd‘ia derived metabolites tn a variety of
mouse strains administered 5 daily oral 600 me/kg doses of TCE Metabolites were quantitated 2 hr
after the last daily dose in that toxicokinetic evaluations had shown the approximate maximum plag na
concentrations of TCA, DCA, DOVG and DUVC were ohserved 2 i following oral TOE treatment.”
Using a structure-specific HPLC-ESLMS/MS wethod, Yoo ef of (2013} demonstrated that DCVG and
DBOVE were only a very siall fraction of total oxidative metabolites quantitated in kidney. TCOH
kiduey concentrations were 2-4-fold greater than TCA, and TCA cone unti aticns were 100-1000 greater
than DCA, Importantly, DOA concentrations were 100-1000-fold ¢ than DOVG and DCVE,
resulting in the mncftzxzcn that TCE oxidative metabolisin was up ‘ic urd@ s of magnitade greater than
glutathione conjugate-derived maetabolism, These findings were consistent with the sarlier report from
Bt ef af. (2009 in which the plasma toxipokinetics TCA, DUA, DOV and DOV following a single
2140 mg/kg oral TCE dose found that the cumulative AUD of axidative metabolites wag 40,000-fold
higher than the co nb ined AUC of DOVG and DUV note that this study did not quantify TCOH, which
would have further increased the disparity of wiutfﬁmam cmz;msu -derived relative to oxidative-derived
metabolites, Ehc&{: data demonstrate s dramatically lower function ghuathione-conjugate metabolism
relative to oxidative metabolism in mice, despite the observation by Dekant { 21}15}} that mice generate
DUV at slightly higher rates than rats and greater than 10-fold higher than humans,

The results of studies using structure-specific analvtical methods for quantitation of DUV and
DOV directly challenge the hypothesis that glutathione conmgate-derived ms.mboi ites plausibly account
for the genotoxicity, renal cytotoxicity, and ultimate carcinogenicity i radents.” DOVE was only
margmaih evtotoxic {LIDH release), i at all, when incubated at 0.2M {200,000 nd) with isolated renal
cortical cells of male snd female rats, This & vitro concentration is substantially higher than the
a?pl“o‘{'-maie maximum kidoney concentrations of 10-75 nM DOV resulting from treatment of \far“ L“
strains of mice with a high m‘ai TCE dose of 600 mgfg/day for § days nbserved by Yoo ef gf. (201
addition, a Hkely NOQ. AEL of mg/kg/day was reported for kidney toxicity (no change in seram BU N
wiak tubule dilation and no neorost 5} i IS dai i msiari:d DOV prally or intraperitoneally at 1, 10 or
30 mpdhg/day, 1 day per woek, for 13 weeks” “If, based on Yoo ef al, (2@3:‘,, it is assumed that the ratio
of formation of oxidative metabolites to glutathions conjugate-derived metabolites is 10,0001, an
implausibly high (oceupational or general population) dose of 6044 mg/kg TCE would be required to

O Diplant, W {2010, attached as Appendix 4,

U ypo HS, Bradiord BU, K oavk (1, ‘Umd 2 T, Shvmonyak %, Colling LB, Bodnar WM, Ball LM, Gold A, Rusyn L
Comparative analvsis of the relationship be sichioroethylons metabolism and t}gsmmpemac feRinily among
inbred mouse siraing: i<h§ﬂs;\’£f wots, F ";”{)x’acoI Sy Hith Pr A, 78: 32-49. 5 {2013).

P i, 8, Kim, D, Pollack, OM, Collins, LB, and Rusyn, 1, Pharmacokinetic analysis of ichiorosthylene
m@tgﬂbniwm in male BOUIFL mice: Formation and Jibp(}wlilﬁf of wrichioroscetic aoid, dichloroncetic acd, (1,2
dichlorovinyighaathione and 5-01,2-dichlorovinyli-L-cysteine, Toxicol Appl Pharmace] 2380 90-80 (2009},

*Lash LH, Qian W, Puit DA, Huenl SE, Elfarra AA, Krause BRI, ?ar"»:ar JC,; angl an&i‘"p’vi" oty of
1r1an§0r<mh}§mu and its glutathione-derived metsbolites In rats and mice Sex-, species-, and tissue- riependmt
differences, J Pharmace! Bxp Ther 287 1535-1564 (20015,

MShirad N, Ohtsuji M, Hagiwara K, Towmisars H, Qhtsige N, Hirose 8, Hagiwara H, Nephrotoxic effect of

subchronic exposures to 5-(1 2-dichloroviny-L-cysteine in mice, | Toxicol 8¢ 37 871-878.h (2012),

~18 -

C10-B442-38237 1/ABERIZAS

ED_004056A_00218835-00020



deliver a NOAEL dose of 1 mg/hg/day DOV (1 mmolkg/day TCE results in 0.0001 mmolkg/day
DOVC T mglkg/day DUVC = (.0046 mmolkg/day). These dose-toxicity caleulations suggest tha; it
appears foxicologically impiam'i te that real-world exposures to TCE are capable of producing doses of
DUVC suffictent to cause renal toxicity and carcinogenicity in mice.

. Pesr Review [gnored

The draft Work Plan Assessment was the subject of peer review by a panel selected by EPA in
2013, The peer review report highlights that it was a screening level assessment that inappropriately
relied on an uarepraducible study, and recommended that the assessment be abandoned.” One reviewer
devoted six pages o8 very detailed ori itique of Johnson ¢f of, (2003) and EPA’s reliance on such a
deficient study,” Nevertheloss, EPA ignored the pear review, Remarkably, even though the trade press
article on the peer review was entitled EP4 Peer Reviewers Suy Trichlorocthviene Analysis Not Ready for
Regulotory Use, the EPA Assistant Administrator for Chemi cai Safety and Pollution Prevention wrote to
the EPA Inspector General that “[iJt is notable that the external peer veviews of afl the Work Plan
assessments we fuve completed thus for supported o overall assexsment methodoloyies and
conciusions”" A more detailed ziwcnpiwn of the peer reviewers” comments {5 attached as Appendix 3,

Ppeer review is identified as o key step in EPA’s proposed procedures for chemical risk
evaluation under TSCA as smended. EPA states that *1iln addition to any targeted peer review of specific
aspeots of the anslvsis, the entire visk assessment will also undergo peer roview, as it is important for peer
reviewers to consider how the various underlying analyses fit fogether to produce an integrated risk

characterization which will form the basis of unreasonable risk determination.” ™ As the draft Work Plan

Assessment for TCE did not address the spot cleaning scenario at all, he assessment of risks under that

“ceﬁz&"*' has sever been subjected 1o peer review. Thus an applicable requivement of TSCA §5 6 and
26{134} for reliance on the Work Plan Assessment has not been met,

. Sereening Level Assessment

As noted above and in Appendix 8, the pesr review report highiights that the Work Plan
Assessment was a screening level assessment. Specifically, the Chalrperson of EPA's peer review panel
WOt

“The draft document fails to articudate satisfactorily that the analysis deseribed within
should be characterized as a screening level assessment. .., | { belipve that the Agency
acted prematurely in issuing this (screening level) assessment for public comment. .
After listening carefully to the comments and contributions from the other members of

siesioroduction’ ims 303 3
Qﬁ&cmmmn si1ce wnsoi dated peer review comments september 8 703 ndfl

v Respanse to Office of Inspector General Dm*"t Report No. OPE-FY14-0012 “EPA’s Risk Assessment Division
it F ujiz»* cfer: to Its Quality Management Plan,” (July 30, 2014, Appendis A, p 10 (available at

W ¢ oduction/files/ 2! ~{}€‘ documena 20140916 140-0330.pd5) {emphasiz added).
Compare BMA Da by Enviromment Report, BF4 Peer Reviewers Sav Trivhloroethvlene Analysiz Not Ready for
Regulatory Use (1 tiv & 2013

48 g ~
82 Fed. Reg. at 7572,

%
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the Panel, | 3 ave concluded that there would little benefit in revising this deaft screening
assessment.”

With regard to agrosol degreasing, EPA tdentified only two asroso! degreasing products
containing TCE in the marketplace and found no emissions or monitoring data for either product — thus
these are hypothetical exposures, Further, EPA used E-FART2/CEM modeling to develop “high-end
acute ithalation a\pmuse estimates” based solely on professional judgment, provi iding confinmation that
this is a screening level assessment. The highest snoertainties were associated with mass of product used
per gvent, duration of event, and number of events per vear, as the values seleoted wars hypothetical, thus
leading to further lack of confidence in the assessment,

For spot eleaning workers the problems with the exposure assgssment are even more obvious, A
major Hmitation of the exposure assessment used t evaluate potential risk arising from spot cleaning
operations was the unavailability of relevant exposure monitoring data, Section 2.4.2.5 of the Work Plan
Assessment, however, references a study specific i spot cleaning and states that “site- &'p&ciﬁa parameters
from this study were incorporated into the NF/FF model to obiain site-specific mode! estimates of worker

239
expostre,”

Examination of the MO%H 1997 study reveals that the aiy monitoring was actually conducted @n
response 1o an GSHA complaint from workers and the report states that *[ejonditions at this shop were
probably worst case” Use of monitoring data from a worst case, pot tential enforcement situation adds
additional stren 5%3; 3 the concern that the Work Flan Assessment (s actually a sereening level assessmunt

which does not reflect normal operating conditions and exposures,

It is clear that a risk evaluation that supports 8 TSCA § 6 rale must be more robust than the
c:remngy level Work Plan Assessment that EFA carried out for TCE, which does not comply with Office
of Management and Budget (*OMB™) guidelines Empiemﬁ nting the Information Quality Act™ First, EPA
must sonduet & “hz&im influg w,ﬁ scientific gesessment” to support TRCA § 6 rulam a%mw OB defines
a scientific assessment as “highly nfluential™ if dissemination of the assessment could have a potential
trapact of mors than 3500 m;iisuzs i any ong year on e;{i er the public or private ‘\:s‘zc*'x"xr. ar it the
x:jisseminmicm is novel, controversial, premciemz«geﬁtiz'zg,, or has significant interagency interest.

The TCE assessment emploved worst-case or default assumptions that led to overestimation of
potential 1 Mw Such assessments may be appropriate to support a decision that no further action or
svaluation is necessary, because there is confidence that the potential risks are not a concern. However,
they are mappropriate to support regulations ntended to reduce risk because screening igm':i ASSESSMENTS
do not accurately estimate risk or guantify exposures. Second, OME"s guide 3mz:x also requive agencies to
subject highly influential scientific assessments fo more 1 igorous peer review, For TCE, BPA selected a
contractor 1o mazmgi’f the peer review prosess, even though experts consider contractor-managed peer
review to be the least rigorous lovel of pesr review,

COHCErnS

F. Summary of

¥ National Institate for Occupational Safety and Health (NHDSH), Contral of Heglth and Safety Hazards in
Commersial {)"y Clearning, Pablication Nxzm ber 97-130, Centers for Disease Contrel and Provention, Atlanta, GA
{1997y mpwwwede govindoshy/does/87- 1 80/ cony rols

PR

fBa;iie: in for Peer Review (Do, 16, 2004) {available z
efaudeies/vmbisseis/omb/memoranda/ B2003/m03-03.0dD.

S g gop .. . ~ . . - N
T OME, Final Information {Qus
hitosd i www owhitehouss. sovs
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{n sum, the TCE Waork Plan Assessment is inconsistent with the applicable requirements of
revised § 6 in the following ways, among others:

= [t expressly relies on hazard values derived directly from s single academic study to estimate non-
cancer risk, even though several other studies, including two (;Li’ncomp}iant studies conducted

s

nder BPA guidelines, have been unable to reproduce the effect;”
® 1 e University of Arizona study upon which EPA relies has been heavily eriticized in the
sublished Hierature,” and other re guiaiozy agjenue\; have wxp oSS ,} declined to rely on the

a ademic study citing data quality concerns;™

»  The authors of the Arizona study have published repested corrections that fail to address the data
guality gmmerszsg“‘g nd 2 majority of EPAs own staff scientists expressed “low” confidence in s
results.”

= The Work Plan Assessment relies on gualitative and gquantitative sstimates of cancer risk that arg
not realistic or justified by any underlving spience. Two recent large Nordie epidemiologinal
studies, both of which had extensive follow- up o the cohorts, fa ::d to find an associstion
between TCE and Kidney cancer, but these are not addressed In the Work Plan Assessment.

Further, EPA’s reliance upon g polency factor bageé on Charbotel ef ol (2006) dirently

contravenes the advice EPA reeeived from the Mational Academy of Sciences

s Foraerosol degreasing EPA provided no smissions or monitoring data — thus these are
hivpothetical exposures. The spot cleaning exposure assessment relies solely on a 2007 California
study, which EPA recognized may not be representative of US dry cleaning facilities. The draft
TCE Assessment, entit d ‘“ﬂ:grmxez and Arts/Crafis Uses,” did not address spot cloaning at all
{except to say that none of those sold (o consumers contained TCEY, but the final Work P fan

Assessment 1S on izi%cfi f)c,; casing, Spof Clesming and Arts & (,mi{& Uses™ and includes

commercial use of TCE as a spotting sgent at dry cleaning faciit

o Cennpare Johmsen ef ol (2003} 1o Fisher, 1, ef o, Trichlorosthylene, trichloreacetic acid, and dichioroacetio avid:
do they affect fetal rat heart development? Int J Toxicol 200 237-67 (2001} and Carvey, B, & of |, Devalopmantal
toxioity stodies in CrhCd (310 rats fullowing inhalation exposure to irichlerosthylens and per d‘i(}’“(}f’{iw ene, Birth

Defects Research (Part B 77: 4053412 (2006,

HE g, “Iohson and Drawson, with their collaborators, are alone in reporting that TCE s a *specific’ cardiag
teratogen.” Hardin, B, e o, Trichloroethyione and cardize wmalformations, Envivon, Health Perspect, 1120 A6D7-8
(RO04Y, Watson, R, of of, Trichlorcethyvlens-contaminated drinking water and congenifal heart defeds: a orilical
analysis of the terature, Repro, Tosicol 210 11747 (2004},

B E g, “The deta from this study were not used 1o caloudate o puhlic-health protective soneontration since &
meaningfid or interpretable dose-response relationship was not obsarved. These resulis are also not consistent with

,..}

r iwvia;,n“ ﬁ”E and reproductive toxicologival studies done cutside this lab in mice, vats, and rabbis.”
Qaﬁfmma EPA Public Health Toal for Trichloroethviene in Drisking Water (July 2009}, 22 21,

& Johnson, PD, er of, Bovivon Health Perspoct 122 A94 (2 I 4% grratum to Johnson, PD, er of, Boviron Health
Perspact 1I3:A 18 (2005), whish is an erratuon 1o Johnson e of. (2003

¥ OTCE Developrmental Cardis ®icity Assessment Update (available at
htt;ﬁ::;www.re&zuia‘zior&;,&mv:ﬁEdo.cx;m\.ns.iih.t*l.i.,i)“{, A HC-OPPT-2012-0723-0045)
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= Itisa sereening level ass
Information Quality Act
rulemaking.

sment which does not meet OMRB grudeimea implementing the

588
for a “highly influential seientific assessment™ to support TSCA § 6

s The report of the pewr review of the TCE &swmment Hd
olesrest possible terms, but FPA fgnored 77 In fact, th
chavacterized the peer review as supportive,

hlights the foregoing points it the

o
w BEPA Assistant Administrator

Following enamtment of the Lautenberg Act, it should be clear that a risk evaluation that supports

a TSCA § & rule must be more robust than the soreening level Work Plan Assessmaent that EPA conducted
fm TCL Peer review and public comments identified numerous sclentific deficiencies with the draft
assessment, including the nappropriate use of default assumptions; ignoring contrary evidence that
azfiea.,‘ib ih@ \a-gight of the scientific evidence; reliance on inapposite exposure data; conclusions
inconsistent with the evidence cited, and reliance on a study that is not reprodusible. Important
shortoor n?zws in both the hazard and sxposure assessments were noted, Whatever “best available
science™ may mean, it cannot include reliance on an unreproducible toxicity study, a cancer risk
assessment that does not take into account relevant epidemiological and woieodogical studies, or putdated

and unrepresentative exposure information.” And certain Ey EE—‘ fx can no longer afford to ignore the
conclusions of the peer review it initinted, a5 TSCA § 26( n Hres zt tu conzider “the extent of

independent verification or peer review of the information.”
L Failure to Comply with SBREFA

The Regulatory Flexibility Act, s amended by the Small Business Regulatory Enforcement
Fairness Act (SBREFAY, provides:

“{ay When any rule Is promudgated which will have a significant economic impact on 2
substantial mumber of small entities, the head of the agency ;Wz.xmnio’m ng the rule or the
official of the agency with stalutory responsibility for the promulgation of the rule shall
assure that small entities have been g given an opporiunity 1o participate in the rulemaking
for the rule through the reasonable use of techniquss such as—

{1} the inclusion in an advance rmfﬂ e of proposed rulemaking, it tssued, of & statement

that the proposed rule may have a significant sconomic effect on a substantial number of
smiall entities;

{2} the publication of general notice of proposed rulemaking in publications likely to be
obtained by small entities;

{3y the direct notification of Interested small entitien

* wrtpsAwww epacovisites/nroduction/ Bles/201 5
O%docurments/ice consolidaied peer review comuments september 5 2013 pdf

¥ 8ee 162 Cong, Ree. 83

S22 {June 7, 2016} (“For far too long Federal agenciss have manipulated sclence to it
m’::{ieterm'neci peditical suicomes, hiding information and underlying data, rather tmn using open and fransparent
setence o fustify falr and objective decision making. This Act seeks to change all of that and ensore that EPA
tses the best available sclence, bases scientific decisions on the weight of the scientific evidence rather than one
or twe individual cherry-picked stdies, and forces & o oh grester level of transparency that forces EPA to show
their work to Congress and the American public ;
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{41 the conduct of open conferences or public hearings concerning the rule for small
entities inchuding soliciting and receiving comments aver computer netwarks; and

(53 the adoption or modification of agency procedural rules to reduce the cost or
complexity of participation in the rulemaking by small entities

“(by Prior to publication of an inftial regulatory flexibility analysis which a covered
ageney is required to conduct by this chapmw

{1} acovered agency shall notify the Chief Counsel for Advocacy of the Small Business

Agizmn stration and provide the Chief Counsel with information on the potential impaots
of the proposed rule cn small entities and the type of small entities that might be affectad,

{2y not later than 13 days after the date of receipt of the materials described in paragraph
{13, the Chief Counsel shall identify individuals representative of affected small entities
for the purpose of obtaining advice and recommendations from those individuals about
the potential impacts of te proposed rule;

{3} theagency %1 al sonvens a review pangl for such rule consisting whez‘iig of full thme
Federal employees of the office within the agency responsible for carrying out the
proposed rule, the Office of Information and Regulatory Affairs within the Office of

Management and Budget, and the Chief Comsel;

{4} the panel shall review any material the sgeney has propared in connection with this

chapter, including any draft p?opmed rule, collect advice and recommendations of gach

individual small enti t} representative identified by the ageney after consultation with the
Chief Counsel, on issues related to subsections 6{3 (b}, paragraphs (3}, (4} and (8) and

6{13{ey:

{3} not later than 50 davs after the date a covered agency convenes a review panel
pursuant to paragraph (3}, the review panel shall report on the comments of the small

entity representatives and its findings as o issues related to subsections 603(b},
paragraphs (33, (4 and (5) and 603{c), provided that such report shall be made public as
part of the rulemaking record: and

{63 where appropriate, the agency shall modity the proposed rule, the ndtial regulatory
flexibility analysis or the decision on whether an initial regulatory flexibility analysis is
required.”

Mo Small Business Advisory Review ((Lw referred 10 a3 “SBREFA Panel™) was held for the
proposed rale, however. Instead, EPA determined and certified that the rule would “nw, if pmrnnf%?ad
have g significant monomiﬁ impact on a substential number of small entities.” Where such a certifivatio
is m#*ie 0o initial or finsl regulstory analysis is required, and thus 2 SBREFA Panel need not be

pnvened.”

SURLC § 609a), (b
FEUSL § 605k “Sectio
the agenoy certifies that the
number of small entities, I

il shall not apply 1o any proposed or final rule if the head of
wave a significant sconomic impact on a substantial
z certification under the preceding sentence, the agency

L3
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HAIA submits that EPA could not lawfully have ceriified that the }33&@“566 rule banning the use
of TCE tospot cleaning lacked SISNOSRE. EPA has adopted guidance on making the SISNOSE
determination:

*The lower economic impact threshold is particularly important because it is used fo
screen out rules that generally will not have a significant economic impact and, therefore,
can be presumed not 1o require an IRFAFRFA (Le if all small entities subject to a rule
face cconomiv impacts less than the lower threshold, then the rule may be assi s’f‘swd o the
Presumed No SISNOSE Category). For this reason the lower ecopomic impact threshold
should be set conservatively, at a level that precludes any reasonable possibili 1}- ihat a
rude placed in the Presumed No SISNOSE Category might later be found to impose 2
"significant eeoﬁmﬂic impact on g substantial number of small entitios.” The if}‘i*)i’f
threshold defines a level of economic tmpact that would be ungquestionably significant for
a smatl entity, In analyzing provious rules, EPA has often defined the lower ihmahs s
complignee costs of 1% of sales and *dze higher threshold as compliance costs of 3% o f
sales g5 shown in the example in Table B

The guidance further s:amsﬁm* whare the number of small entities subject i the rule and
gxperiencing given ecot nomic impact is 1,000 or more, regardless of the percentage these constitute of all
the small entitios subject to the mie iim are experiencing given sconomic apact, the rule will be
presumed ineEég ble for certifiontion.”

Spot cleaning is conducted by dry cleaners, virtually all of which are small businesses. The
Mational Cleaners Association (NCA) estimates that there are some 23,550 retat] dry cleaning
establishments i the United States, having average sales of $250,797 and average profits of $17,809,
Ez dustry suppliers report that &0-90% of retail dr ry cleaners routingly order TCE for use on the spotiing

board (14,130 - 21,195 small bustuessesh.

Dhuring an EO 12886 meeting on Uetober 3, 2016, NCA pzuwded the foregoing and following
information. TCE is one of the most used spotting agents. TCE's effectivensss as a spol remover helps
cleaners minimize tme spent in siain removal and therelore control labor and operational costs, In most
small dry cleaning plants the stain removal technician is the highest paid employee. Depending on the
operation, labor reprasents 25-42% (average 30%) of the dry cleansry” costs. Assuming that only twelve
garments a day require five additional minutes of stain removal time, this will add one hour a day o the

spotter's labor, Assuming the spotter carns Just $35,000 per vear, one extra hour per day in a 6-day week,
with overtime involved, w zE result in an extra $7,875 in the spotter’s gross wages. 1t will also result in
increased viilities due to six additional hours per week of botler time and plant operation. It will alse
resulf i wasted or "iom& pmcﬁ ction in the pressing department as they walt longer for cleaned

ication of general notice of proposed
g with 3 statement providing the factual

i

shall pui‘s such certification i the Federal Register at the time of publ
ritle the rule or af the time of pub%uazzan of the final rule, f}i ot
basis for such certification.”

* Pinal Guidance for FPA Rulewriters: Regulatory Flexibility Act as amended by the Small Business Regudatory
Enforcement Fairness Act, hitlp ’.:-:wwwwa.;‘zm'.f’sitas;‘;:.srmim:tifmﬁﬁ 52{315--&)@@0&&&;zf:mz;;ﬂuEdarace~r&9ﬁcxac'E,L\’ciii
Table 2,

Gl
i
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garments, further ingreasi ﬂg labor vosts. Between labor and utilities, NCA estimated on oreased cost of
between 4-53% of gross sules.”™

Even the lowest increased cost estimated by NCA (4% of gross sales), at the low end of the range
of sall dry a::Ea:anin(f entities {14, }30 constitutes SISNUOSE as defined tn EPA s guidance, The
seonomie analysis i the docket scknow fedges a much larger universe of dry cleaning that use spot
removers (48 00“} bt concludes, with no factual supg mm that all of these are expeeted to experience cost

impacts that are less than one percent of thelr revenues™

Remarkably, neither the preamble to the proposed rule nor the economic analysis contains a
detatled “statement providing the factual basis for such cenification [of no SISNOSE] required by law ™
Rather, the latter includes a remarkably abstruse discussion of "market fatlure™ that could be inserted into
any analysis to support regulation in the absence of data specific to an industey or small business sector,”
It is respectfully submitted that this does not meet the requirements of the Retfumum Flexibility Act,

1L Failure to Comply with Motice Requircments of TSUA and Administrative Procedare Act

FPA™s TOE Work Plan Assessment is legally defi E nt i g more fundamental way, The drafi

f"sssa:w nent was entitied “Degreaser and Arts/Crafls Uses.” I siates that “EPA focused the assessment on

5 of T az a degreaser (Le., both in small commercial setlings and by consumers or hobbyists) and on
consumer use of TCE in piosi cig sed by individuals in the arts and crafls feld” {p. 14} Spot cleani ng is
mentioned only in fin, 8 “there were several spot cleaners for fabrics marketed to conswmers, but non
contained TCE; lsts of ingredients wers not available for a fow of the spot cleaners” There was no
reference at all to spot cleaning in the workplace. Yet, with no expiz-z.mztion the final TCE Work Plan
Assessment is entitled *Degreasing, Spof Cleaning and Arts & Crafts Uses” and includes “Commercial
use of TCE as a spotting agent at dry cleaning facilities” (p. 26).

The failure 1o notify dry cleaners that EPA was assessing a Key agent upon which they rely
clearly violates TSCA § &(b)(4)(H), which states: “The Administrator shall provide no less than 30 days

¥ hone/fwww resinto,sovinublic/idoiviewEG 1 2866 Mesting Triew Rulemtne&rin=2070-
AN mestingld=23 53 & acrnnym=3 /

Eee Beonomic Analysis of Proposed TSCA Section § Action on Trichloroetindene in Dry Cleaning Spat
Remurvers and %crobui E}V‘gzwms, at BS-15. The differsnce in nonber (}i“zzstaii shments 15 due 1o EPA s reliance
on data from decades ago when dry cleaning was o much larger sectorn,

Mt beging:
“Market fatlure can justify zovernment regulation; the major types of market faflares inchude the
foliowing:

« Negative externalitios, comumon property resources, and pubilic goods:
« Market power;
« Inadeguate or asymmetric information,

The copwrence of any of these mdit”ﬂ"“ justifios further
regulation to reduce nefficiencies in the allocation of socie
why negative exiernalifies and inag i;qmt;- o aaymmetrie inf

dry cleaning spot removers and agrosol degreasing products.”

inquiry into the need for governmend
*s resources, This section desoribes
vrrpation are present in the market for

Fod oy 242
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public notice and an ﬂpp@z’iuz@ii\-‘ for comment on a draft ‘i%ix evaluation prior to publishing a final z‘iSk
gvaluation.” That this is an “applicable requiremaent[] of § 87 for purposes of TSCA § 28014}, which
sets forth the requirements for EPA to rely upon mi\ assessments completed prior (o enactment of Ih&
Lautenberg Act, should be obvious. In @déz{zu 11, § 353 of the Administrative Procedure Act (APA)
requires all federal agencies w provide public notice md an opportunity for comment on all proposed
ules™ The APA definition of “rule”™ is broad and encompasses hackground data upon which the rule is
hased.

Because there was no notice that EPA was addrossing spot cleaning, there was no participation by
dry cleaner representatives and no peer review of the spot cleaning assessment, EPA based estimates of
workers/bystanders on census data “not adjusted o exclude job categories that lkely would not be present
at dry oleaning facilities, Thus, EPA s estimate likely overestimates the size of the pﬁpzzfaﬁm exposed,”™
Maoreover, EPA relied solely on a 2007 California smdv which it recognized may not be representative of
L% dry cleaning facilities. As dry cleaners had no notice that EPA was assessing spot clem mz«z inthe
workplace, they did not have an opportunity to comment on the exposure estimates or the study., Thus, the
minimal requirements of administrative procedure have not beers met in this mlemaking

Ag equally serious noties issue i3 presenied by EPA’s acknowledgement that it only evaluated the
commercial use of TCE for spot a:feamng at dry dwnmg facilities in the final Work Plan Assessment in
response (o pery reviewer comment. I1 s therefore obvious that the evaluation of this additional use in
the final risk assessment was not itself actuslly peer reviewed, Similarly, the sy ppium ital analyses
condunted by EPA to identify risks for the conunercial /zumoi degreasing use scenario and for various
parameters of exposure scenarios for TCE spot cleaner use in dry cleaning facilities were only done long
after completion of the Work Plan Assessment and after passage of the Lautenberg Act. Further, ﬁmsa
analyses have not besn peer reviewed, As noted above, peer review of these analyses 15 mcmmi by the
COMEB Fional Information Quality Bulletin for Peer Review and TSCA,

Iv. EPA’s Relinners on Alternatives is Unrealistic
TSCA § 6{o)2) provides:
Y CONSIDERATION OF ALTERMATIVES

“Based on the i’zi’{m‘nat%mz published under subparagraph (A}, in deciding whether 1o
pmfwiﬂ‘f or restrict in a manner that substantially prevents a specific condition of use of a
chemical aub:«iauu: ar mixture, and o setting an appropriate transition period for such
action, the Administrator shall consider, to the extent practicable, whether wehnieally and
eoonomically feasible alternatives that benefit health or the environms nt, compare d 1o th
uge 50 proposed 1o be pmh'z‘o' ited or restricted, will be reasos mbi available as a substitute
when the proposed prohibition or other restriction takes effect)”

SULS.C, § 553{h), {e) “General notice of proposed rulemaking shall be published in the Foderal Register, unipss
persons subject thereto arg named and either pezsozmii served or otherwise have sotual notice thereof in accardance
with faw, . . . Afle ice required by this section, the agency shall give intorested parsans an opparianity to
participate in the rulemaking thro ough submission of written data, views, or arguments with or without epportunity
for oval presentation”

O Work Plan Assaas ment, gt 116,
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The proposal suggests that n-propyl bromide (nPB), 'ptsrch39‘1‘0@’}“{3:1@ methyiens chloride, and
watar-based compounds could be used as altematives to TCE in spot cleaning. Many of these alternatives
are ineffective, hence the continued market dominance of the TCE-hased products. Moreover, there is
serious question whether a numixc" of these alternatives would realistically be available, given the
destgnation of nPB, pere chlorogthylene, and methylene chloride as prioniies for risk evaluation/ regulation

under TSCA § 6(by23 ALY

Quary how compounds s E tas nPB could be considered a “reasonably available”™ substitute for
TCE, much less how EPA could consider making such a finding in mm of th c fact that substitulion on
nPB in foam fabrication f’e?iowim reduction of the workplace Himit for methyvlene chloride s regarded as
a texthook exampia of “regrettable aui“c,umm\n Unlike TCE, which has a lon imto;’x of safe use in the
workplace, the sertous health impairments suffered by workers in those faciiities have been widely
documented. Mareover, an nPB industry represemtative staled at EPAs February 14, 2017 mesting on
scoping documents for the ten priority compounds that nPB s no longer used in dry cleaning st ail.

g
es

V. fzap Filling Porpose of TRCA

As originally enacted and as pdaf:ed by the Lautenberg Act, TRCA requires EPA to consult and
coordinate with other federal agencias “for the purpose of achieving the m taximum enforcoment of this Act
while Em; i 'ﬁl{: least burdens of du piiu}t ve requirements on those \a } ot to the Act and for other
pz”goqss cer and consumer haalth and safety fal under the jurisdictions, respectively, of OSHA and

he Consumer mecf Safety Commission (CPSCY The use of TCE in spot cleaning and aeroso! degreasing
iz already more than adeguately regulated under the OSH Act andfor the Federal Hazardous Substances Act
This comprehensive regulatory framework provides adequate protections with respect to the same potential
adverse impacts and potential exposure pathways targeted by the proposed rule. Taking steps that may lsad
to the vemoval of products from the r’mz‘k@?p%ace beecause workers or consurners failed to comply with the
existing legal requirements is not consistent with TSCA either ax initially enacted or as revised.

The basis for EPA’s broad assertion f”?jx risdiction over ccoupational and consumer uses is unclear.
The Lautenberg Act eliminated the requirewment in TSCA § 6(a) that EPA protect “against [unreasonable]
»RL sing the least burdensome requirgments,’ i}*ut did not materially change the existing framework that
requ irgs unreasonable risks to be addressed under statutory authort ,ty other than TSCA wiz arever possibile,
CPATs Tongstanding interpretation of this famework is as follows;

“Under section 9(a) 11 of TRCA, the Administrator is reguived to submit a report to
ancther Federal agency when two determinagtions ave made. The first determination is that
the Administrator has reasonable basis to conclude that 2 chemical substance or misture
presents or will present an uareasonable risk of njury to health or the enviromment. The
second defermination is that the unreasonable risk may be prevented or reduced to a
sufficient extent by action taken by another Federal sgency under a Federal law not
administered by EPA, Section 9(a¥ 1} provides that where the Admindstrator makes thess
rwo determinations, BEPA must provide an opportunity to the other Federal agency o
assess the risk described in the report, [0 Interpret s own statutory authorities, and to
initiate an action under the Federal faws that it admi ﬁe: I5.

“Accordingly, section 9{a){1) requires a report requesting the other aga ey (HTo

determine if the risk may be prevenied or redusced {0 a sufficient extent by action taken

81 Fed. Reg. 91927 (Dec, 19, 2016).

FTSCA § 9(d).
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under its authority, and {27 if so, to {ssue an order declaring whether or not the activities
described in the report present the risk described in the report,

“Under section Ha}2), EPA is prohibited from taking any action under section 6 or 7
with respect to the risk reported to another Federal agency pending a responsg to the
report from the ether Federal agency, There would be no similsr restriction on EPA for
any risks associated with a chemical substance or mixture that s not within the section
D{a) 1) determinations and therefore not part of the report submitied by EPA to the other
Federal agency.””

1t was clear from the outset that TSCA s to be used only whan other statutes fadl to provide g remedy
for un zw'mjmbi; risks. When TSCA was enacted in 1% ‘6 Ra}] resentative James Brovhill of North Carolina
indivated that “it was the intent of the conferees that the Toxic Substance Act not be used, when snother Act
is sufficient to regulate a particular risk.””" TSCA § 9{a) is substantively unchanged by t the Lautenberg Act.
The House Enugz\( and Commerce (Lommmcg E\g:pm states: “FLR. 2570 reinforces TSCA's origina! purpose
of filling gaps in Federal law that otherwise did not protect against the unreasonable risks presented by
chemicals,” and further clarifies that ®while § 3 makes no amendment to TSCA § 9(a), the Commitiee
believes that the Administrator should suma the experience of, and cctc o other agencies that have
relovant responsibility such ag the Department of Labor In cases involving occupational safety,”™”

Colloguies on the floor of the House of Representatives make this intent clear with specific reference
to TUE, most notably the following

“Mlr, SEIMELIS, Me, Speaker, | vield 2 minutes to the gentlewoman from Teonnessge
{Mrs, Blackburn), the vice i;hz-u*ai the full commitize.

Mes, BLACKRURN, Mr. Speaker, 1 do rise in support of the amendments to HLR 2576,
and I congratulate Chairman Shimkes on the wonderful job he has done. Mr. Speaker, |
vield to the gentleman from Hlinots (Mr. Shimkusy for the purpose of a brief colluquy to

clarify ong important element of the legislation.

My, € hannwn it iz my understanding that this bill reemphasives Congress' intent to avoid
duplinative tation through the TSCA law. [t does so i}} Arrying over two important
EPA camtm ats in section 9 of the axisting law whzi- adding a new, important provision
that would be found as new sectinn, $(0Y2)

It is my understanding that, a3 2 unified whole, this language, old and new, limits the
EPA’s ability to promulgate a rule under section 5 of TSCA 1o restrict or eliminate the
use of @ chemical when the Agenoy efther already regulates that chemical through a
different situte under itz own control and that authority sufficiently protects against a
risk of tnjury to human health or the envivonment, or a ditferent agency already regulates
that :.:hmmuj in 2 mamer that also sufficiently protects against the visk identitied by
EPA.

* 44 -Methylenedianiline; Decision to Report to the Oce *'*umz ional Bafety and Health Administration, 3¢ Fed. Reg.
(}"’4 {luly 3, 1985} EPA also has aoted under § %a) w refer .wbwﬁz}zcm gnd glyeol ethers to OSHA, 50 Fed,
Re:a, 41393 {Oct, 10, 1985y and 51 Fed, Rag. 18488 (May 20, 1986}, respectively, and to vefer dioxing in hieached

wood pulp and paper products 1o the Food and Drog Administration, 33 Fed. E{e‘m 3047 {Dec. 26, 19500,

197 Cong. Ree. H11344 (Sept. 28, 1976),

7 H. Rep. Mo, 114-176 (114" Cong., 1% Sess,) at 28,
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| the chatrman please confirm my understanding of section 97
Mr. SHIMEUS, Wil the gentlewoman vield?

Mrs, BLACKBURN, 1 vield to the gentleman from Ilinois.

Mrs, BLACKBURN. 1 thank the chainman, The changes vou have worked hard 1o
preserve in this negotiated bill are important. As the EPA's earlyv-stage efforts to regulaie
mathyvlene chloride and TCE under TSCA statute section 6 illustrate, they are also timely.

EPA stmply has to account for why a new regulation for methylene chioride and TCE
under TSCA 15 necessary since 15 own existing regulatory framework already
appropriately addresses risk to human health, New section G 2Y will fores the Agency
o o just that.

[ thank the chairman for his good wark””

Indeed, TSCA § 9 was strengthened by the Frank B, Lawtenberg Chemical Safety for the 215t
Century Act, and 1t was clear from the outset that TSCA is to be used on iy when other statutes fail to provide
a remedy for unreasonable risks. Reprasentative James Broyhill of Movth Carolina 'nd‘catmd that it was the
intent of the coni& ees that the Toxic Substance Act not be used, when another act is suffivient 0 z{:guéam a
particular risk.”” EPA applied this statutory directive in determining that the risk from 4,4'
methylensdianiiine (MDA} could be prevented or reduced fo a significant extent under the Docupational
Safety and Health Act, and reforring 1%1; matter for action by OSHAL™ And in an analysis of TSTA § 9,
EPA's Acting General Counsel concluded that "Congress sxpected EPA - paxu L—ui}v where the
Cocupational Bafety and Health Act was concerned — 10 err on the side of making referrals rather than
withholding them,””

There iz no gvidence that EPA has submitted 1o O5HA "a a repirt W Aich deseribes such risk and
ingludes fnsuch description a specification of the activity or "omb ustion of activities which the
Administralor has reason to believe so prosents such risk and includes in such description a specification of
the activity or combination of activities which the Administrator has reason to believe so presents such i
as required by TSCA § 9(a) 1} The non-existent report obviously did not “inclnde a detailed statement of the
information on which it is based” and was not *published in the Federal Register,” as required.

»

Had the required report been Bssued, 3t presumably would have identified how OSHA’s authority
over the workplace was insufficient to address the risks posed by spot cleaning and asrosol degreasing using
TCE. A letter from the Assistant Seoretary of Labor for Cecupational Safety and Health {undated but
apparently izsued on April 4, 2016} identifies Himits on O8HA"s authority to regulate hazardous substances
such as TCE, but it does not come close 10 meeting the requirements of TSCA for EPA action in this case,
The Aprll 2016 letter identifies no gap Spezziﬁc i spot cleaning or aeresol degrpasing in any particular
vategory of workplace, rather it simply recites how O8HA s authority does not extend to self-emploved

82 Cong, Ree, H3028 (May 24, 2016),
T122 Cong. Rev, H11344 (Sept. 28, 1978)
50 Fed. Reg. 27674 (fuly 5, 1985),

" Memorandum to Lee M. Thomas from Gerald B Yamada, June 7, 1985, 0. 2,

-G

ED_004056A_00218835-00031



workers, military person nnel, and consumer uses. But tose are Hmitations that were imposed by Congress

and have existed since the Occupational Safety and Health Aot was enacted (six vears before enactment of

TECA)Y Those limitations apply to every use of ev ery toxic substance. Congress cannot have meant, in

enacting “gap-filling” lug m}amm to open the door to EPA assuming all authority over the use of hazardm
substances in the workp 1age.

IFEPA were to identify a category of exposure deemed to present a risk that is unreasonable, these
considerations indicate that referral under § 9(a) would be the approprzam course,” It is clear from Section
9{n) that TSCA s 10 be used only when ofhu statutes fail to provide a remedy for unreasonable risks.

Attachments

Appendix
‘%p;:»& ndix
ppendis
A ppendix
Appendix

'x..-J P

uad;-»

* As noted & 9w provides that if the Administrator has reasonable basi sn conclude that an
uz‘wmnmi 3: mi\ ni m;fm is preseated, and he determines, in his discretion, that the ris mm b prevented or

sufficiently reduced by action under another federal statute not administered by EPA, ‘ii e Administrator shall
submiit a report to thal agency describing the risk, In the report, the Administrator shall chxseai that the agenoy
determine if the risk can be prevented or sufficiently reduced by action under the law administered by that agency; it
50, the other sgency is 1o dssue an order declaring whether the visk deseribed in the Administrator’s report s
p"fae*zted and 15 1o respond to the Administrator regarding s prevention or reduction. The Administator may seta

ime (of not less than 90 days) within which the response is to be made. The other agency rmust publish its respon
in the Federal Register, It the other agency decides that the risk deseribed is not presented, or within 80 days of
publication in the Federal Register {nitiates action ty proteet against the risk, EPA may not take any action under § 6
of TSCA,

g
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The Halogenated Solvents Industry Alllance, Inc. (HSIA) represents producers and wsers of
trichioroethy Emc (TCE). We offer these comments on EPA’s proposed rule banning rz;amz.fm:mz‘é of TCE
mr and use of TCE in aerosol de greasing and in spot cleat mw by dw clganing facilies. 81 Fed. Reg.
L3932 (Dec. 16, 20163 This rade, proposed under § 6{a) of the Toxic Substanses Control Act {(TSCAL
b< sed on a Work Plan Assessment of TCE cor mktui by EPA i Jupe 2014, TSCA was amended in June
2016 by the Frank R, Lautenberg Chemical Bafety for the 21st Century Act (“Lantenberg Act™)

HSIA urges EPA o withdraw the proposed "Lk, which 15 based on g very deficient risk
assessment.. While EPA s authorized under TSTA § 26{(D{4} to prc;gmse 2 § 6 rule based on a risk
assessment completed before TSCA was revised, there (3 no reguirement or deadline for it to do so. The
sitnation is very di “‘t:ri:ni for the tan priority compounds designated by EPA under TSCA § 6(bY2X¥A)Y in
December 2016 For these ten designated pollutanis, TSCA establishes deadlings for visk assessments
an 1l ruler mkuzgm TCE 15 one of the ten priortly compounds, and the better course would be o assess the

risks from spot oleaning and acrosnl degreasing as part of the required upsoming TCE assessment.

These comments address the following sublects, among others, in details

o TSCA § 26{1%4) requires, for a rule based on a risk assessment completed before TSTA was
revised, that the rule must be consistent with “the seope of the oo “ﬁpiutﬁﬁ risk assessment for the
chemical substance and consistent with other rappt Hoable requirsments of § 6.7 “Although the use
of TCE as a solvent degreaser at large commersial/industeial operations”™ was “not considerad in

this assessment,” Eii“x 1«::&'&3“{3* Jess would muhrbu all “co umumai use of TOE iy agrosold

degreasing produsts,” regardless of the stze of the fheility. This is plainly outside “the scope of
the ¢ 'ﬂpiutﬁd risk assesamesnt,”

s Further, the TCE Work Plan Assessment does not comply with the requirements of TRCA §
GBHAWFY or TSCA & 26(h) and (1}, which are expressly applicable to any EPA ™ Emzmsn hazed
on sclencs” under TSCA § 6. The disparity between the completed risk assessments and the
“applicable requirements ofg &7 is obvious from even a cursory review of the procedures for risk
gvaluation under the amended TSCA proposed by EPA sarlier this year.

s The Work Plan Assessment expressly relied on hazerd values derived divectly from a University
of Arizona study to estimate non-cancer risk. Several other studies, including two GLP-
compliant studies conducted under EPA and OECD guidelines, have been unable to reproduce the
effect seen in the Arizona study, The Arizona study has been heavily eriticized in the published
Hterpture, (s results have not been repticated by any other laboratory, and x:xmrar regulatory
authorities {including the California EPAY have rejected the study as deficie

s Fgually, the Work Plan Assessment relivs on qualitative and quantitative estimates of cancer risk
that are not realistic or justified by any underiving se EwﬂC FP»@ estimates a baseling cancer risk
from chronie occupational spot cleaning exposures of 1 in }(i Cancer incidence of this
magnitude could not go unnoticed, and indesd EPA’s estbnate is belied by available
epidemiclogy studies of dry cleaning workers which show no such risk. Indeed, two recent large
Mordic epidemiﬂ?o"if:ai studies, both of which had extensive follow-up of the cohorts, have fails
to find an association between TCE and kidney cancer, and these are not addressed in the Wark
Plan Assessment. Further, EPA™s development of 8 potency factor based on Charbotel ef ol
{2006) divectly contravenes the advice EPA received from the National Academy of Suiences.

zd

Y81 Fed, Reg. 91927 (Dec. 19, 2016),
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s Un the exposure side, for spot cleaning EFA relied solely on a 2007 California study, which it
recognized may not be representative of US dry cleaning faciities. For aerosol d.ugmd& ng EPA
provided no emissions or monitoring data — thus these are hypothetical exposures. Moreover, th
craft TCE assessment, entitied “Degreaser and Arts/Crafls Uses,” did not address spot cleaning
{except to say that none of thoss sold 1o constmers contained TCEY, but the final Waork Blan
Assessmment is entitled “Degreasing, Spof Cleaning and Arts & Crafis Uses” and includes

»

commercial use of TUE as a spotting agent at dry dr;-a.zzing facilities,

¢ Becauss there was no notice that EPA was addressing spot cleaning, there was no participation by
dry cleaner representatives and no peer review of the spot cleaning assessment, Moreover, there
was no Small Business A{iva,i:zz.sy Review, sven though spot oleaning s done by dry oleaners
which are virtually H il sxzti?ie: it is not credible that EPA could certify that the rule would
not have a %"s:rs'{ﬁa,u Hoeconomis impaet on a substantial number of small entitios (SISMNOSE),
where the iw ' ieanm iuum estimates that 60-90% of vetail dry oleaners routinely use TOF
the spotiing board (14, %Q ----- 21,195 small businesses) and projects that such a ban will cost 4-5%
of gross sales, far more than the 1-3% impact considered SISNOSE,

s Peerreview of the draft Work Plan Assessment was scathing, Reliance on the unreprodusible
Arizong study was harshly criticized, The Chair of the panel noted that it was a soreening level
assessment, not suitable for use in regulstion: “the Agency gcred prematyrely i issuing this
fsorpening feveli assessmant Tor public comment. . . Afier Hatening carefully 1o the comments
and contributions from the other members of the i’azzd [ have concluded that there would finde
benefit in revising this draft screening ossessment” Yet EPA claims the peer review was
911;};}01’2;*@&

s E:~P A’s deter nma‘i on that TCE use w1 spot c}@z{'zing and serosn! degreasing poses an
“unreasonable is based on i1z assessment of risks to workers, It is clear, however, that
TECA stobe u&;&d (;zzk}f when other statutes fall 1o provide a romedy for unreasonable risks,

Worker health and safety fall under the jurisdiction of the Occupational Safiety and Hmm
Adminigtration {O8HA), and use of 1&,&. in spot cleaning and spray degreasing is already
adeguataly rc%‘*u?atccﬁ under the Ocoupational Safety and Health Act. Congress cannot have
meant, it enacting’ ‘zapwf‘zii‘ng’ fegistation, 1 open the door to EPA assuming all authority over
the use of hazardous substances in the workplace.

i Failure of Work Plan Assessment to Comply with TSCA §§ 5,26

o %

A Annlicable Reaulremeniz of TSCA S8 6, 26

Although the Lautenberg Act made significant changss to TSCA to ensure that EPA would
employ the “best available science™ in its risk assessments, EPA proposes to rely on a remarkably sketchy
and madequate assessment n s inangural rulomaking under TSCA § 6. TSCA § 6(bY4XF), as revised
by the Lautenberg Act, requires that EPA’s risk evaluations must, among other things:

s “integrate and assess available information on hazards and exposures for the conditions of use of
the chemical substance, including information that is relevant 1o specific risks of injury to health
or the enviromment and information on poiw‘i ially exposed or susceptible subpopulations
identified as relevant by the Adminisirator;”

wWww,spa.aovisitesproduciion fles/ 201 5«
dated peer review comments sepipmbere 2013 ndfl
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s “fake into acnount, whers niemm the likely duration, intensity, ﬁ‘ﬁquency, and number of
exposures under the conditions of use of the chemical substance” and

s “describe the weight of the scientific evidence for the identified hazard and exposure.”

New TSCA § 26(h} requires that, in carrying out § 6, “to the extent that the Adminisirator makes
a decision based on science, the Administrator shail use scientific informati ion, techuical procedures,
measures, methods, protocols, methodologies, or models, emploved i a manner consistent with the best
available science, and shall consider as applicable

{13 the extent to which the scientific information, technical procedures, measures,
methods, protocols, methodologies, or models employed fo generate the information ars
reasonable for and consistent with the intended use of the nformation;

{23 the extent to which the information is relovant for the Administrator’s use in making a
decision about a chemical substance or mixture;

{3} the degree of clarity and completeness with which the data, assumptions, methods,

guality assurance, and analvses employ 5 to generats the infonmation are documented;

{ extent to which the variability and uncertainty in the information, or in the

procedures, measures, methods, protocoels, methodologies, or models, are evaluated and
characterized; and

{4y the

~

{5y the extent of ind
procedures, measures, methods, protocoels, methodologies, or madels.

ependent verification or peer review of the information or of the

With w;:zard to risk assessments completed prior to passage of the Laatenberg Act, including that
for TCE, TSCA § 26(1(4) provides that “the Administrator may publish proposed and final miles under
section G{a) that ar«:z consistent with the scope of the completed mk assessment for the chemical substancs
and consistent with other applicable requirements of section 6.7 Thus, EPA may base regulation on the
pre-enactment risk assessments only to the extent that they comply with the substantive requirements
above,

Regrettably, the proposal to ban TCE in aerosol ¢ ia.,(g,z sing addresses g broader scope of uses
than considered in the Work Plan Assessment. The seope of that assessment is olear: “although the use
of TCE as a solvent degreaser at large comune 'w.} industrial operations is expeoted o be frequent and the
concentration of TCE high, human exposures in these settings are expectad 10 be monitored and
sontrolled by Ose upammi Safety & Health Administration (O8HAY, thus, this use 15 also not considered
in this assessment”™ {p. 275 The Assessment is focused szsidw o exposure from TCE use as a solvent
degreaser in small commersial settings and by consumers,” The proposed ban, howegver, Qg.}nizes ne
such Himitation, It would prohibit commercial use of TCE for general asrosol devmmng as well as is
manufacture, processing, and distribution {n comunerce for this use. Because the proposed rule would ban
nses beyond the 3(:0; fti underlying Work Plan Assessment, it is not “eonsistent with the seope of the
completed risk assessment” and therefor does not comply with TSCA § 26(1{4).

* Qe Work Plan Azsessment at Table 1-1.
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Further, the proposed vule does not comply with the requirements of TSCA & 65" SHAWFY or TROA
§ 26( h? and (1), which are expressly applic biiz to any EPA “decision based on seig nce” under TSCA § 6.
The disparity between the comp sieted TOE Work Plan Assessment and the *applicable requirements 02‘ &

&" is obvious from a zmz w i the procedures for risk evaluation under the amended TSCA proposed E:}}
EPA garlier this vear”

B, Dieficiencies of Principal Non-Cancer Siudy

1. Not Reproducible

The Work Plan Assessment exps ‘e%ix' religs on hazard values derived directly from a single
academic study 1o extimate non-cancer visk.” Specifically, it states (p, 104

*The acute inhalation risk assessment used developmental toxioity dota to evaluate the
acule risks for the TSCA TCE use scenarios. As indicated previously, EPA®s policy
supports the use of developmental studies to evaluate the risks of soute exposures. This
policy is based on the presumption that a single exposure of a chemical at a critical
window of fetal development, as i the case of cardiac development, may produce
adverse developmental effects (EPA, 1991),

“After evaluating the developmental toxinity Herature of TOE, the TCE IRIS assessment
soncluded that the fetal heart malformations are the maost sﬁ;nzmw developmental
toxicity endpoint associated with TCE exposure {EPA, 201 1o}, Thus, BEPA/OPPT based
iiﬁ; acute risk assessment oa the most health protective endp(}izzt (1.e., fetal cardise
malformations; Johnson et al, 2003} representing the most sensitive human population
{i.e., adult women of childbearing age and fetus >16 yrsi.

*The acute risk assessment used the PBPK derived hazard values (HECs,, HECy, or
HECq:) from Juhnson et al, (2003 developmental study f w each degreaser and spot
cleangr use scenario, . . . These extremely low values result in ma rgin of exposure
{“"MOE"Y values below :1.} for almost 21l the cccupational and residential exposure
scenarios examined,”

A single flawed study should not be the basis for the toxicological value that serves as the basis
for resedation. Several other studies, including three GLP-compliant studies conducted under EPA
guidelines to support pesticide registration (40 CFR § 870.3700) and Organization for Economie
Coordination & Development (OECE) guidslines (414) have been unable to reproduse the effect seen
by Johnson er o, (2003

Johnson ef of. {2003 z‘eportﬁd cardige effects in rats from researcch carded out at the University of
Arizona and originally published ten vears earlier by the same authors”  In the carlier-published study,
there was no difference in the percentage of cardiac abnormalities in rats dosed during both pre-mating

4 82 Fod. Reg. 7562 (Jan. 1¢,2017),

W

: Johm(}n PEY, ef of., Threshold of trichlorosthylene contamination in maternal drinking waters affecting felal heart
evelopment in the rat, Envivon Health Perspeet, 111:289-92 (2003}

e BN g af, Cardise teratugenesis of hulogenated hydrocarbon-contaminated deinking water, 1. Am. Coll.
Cardiol, 21 1486-72 (19933,
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and pregnancy at dr 11&1::0 water exposures of 100 ppm (‘7 2% and 1.5 ppim (8.29), even though there
was a 733-fold difference in the concentrations. The authors reported that the effec z:, seen af these
e\;‘so««mm were smzm ically higher than the percent abnormalities in controls (3%). For animals dosed

only during the p regnaney period, the abmormalities in rats dosed at 1100 ppmt {10.4%:) were siatistically
Ez zher than at 1.5 ppm {5.5%0), but those dosed at 1.5 ppa were pot statistivally different from the

ontrols. T hus, no meaningful dose-response relationship was observed in either treatment group,
50%11}501} et of. vepublished in 2003 data from the 1.5 and 1100 ppm dose groups published by Dawson ef

ad. in 1993 and pooled comrol data from other miud}a& an nappropriate statistical practice, to conclude
that rats exposed o levels of TCE greater than 250 ppb during pregrancy have increased incidences of
cardiac malformations in their fetus

2. Criticism in Literature and by Other Eeenlators

Johnson ef ol (2003} has been h:sa\z}};‘ viticized in the published literature.” Indeed, its
predecessor study was expressly rejecied as the basis for MRLs by the Agency for Toxic Substances &
Disease Registry (ATSDR) m its last }Ut" Toxicological Profile Update.” ’ Morgover, the Johnson ef ol
{2003} findings were not reproduced in a study designed 1o doetect cardiae malfrmations: this despite

emnimy%m an improved method for assessing cardiac defects and the participation of Dr. Johnson
G 4 PO . R i .. .
herself.” No increase in cardiae malformations was shserved fn the second guideline study,” despite high

inhalation doses mc:, technigues capable of dete CL’E'H% mast of the malformation types reported by Johnson
ef f. {2003), The dose- zsspm mia‘z onship reportad in Jobmson e of. (2003) fur doses spanning an
extremse range of experimental dose levels is considered by many 1o be improbable, and has not been
replisated by any other izmera‘iaz'}-’.“

Fven the Ualifornia Office of Environmental Health Hazard Assessment (OEHHA) rejected the
study ag deficient:

“Johnson et al. (2003 reported a dose-related increased incidence of abnormal hearts in
offspring of Sprague Dawley rats treated during ;‘tft‘: spaney with 0, 2.5 ppb, 250 pph 13
ppon, and 1,100 ppm TCE in drinking water (0, 0.00045, 0.048, 0218, and 128.52 my/kg-
day, respectively). The NOAEL for the Julmson study was reported to be 2.5 ppb
{3.00045 mg/ komdaa }in this %imt ﬂpow e (22 davs) study. The percentage of abnormal
hearts in the control GIOUR was 2 ;*u’ nt, and 0 the treated groups was U percent (Jow
dose), 4.5 pereent (mid dose 1}, 8 (3 ercent {mid duse 23, and 10,5 percent (high dose),

2 as " ~ . v v -y
‘Harding B, 1 of, Trichlorcethylene and cardize malformations, Envivon. Health Perspect, 1120 AB0T-8 (2004}
Watson, B., ¢f ¢f, Trickdoroethyiene- w;mmu‘ ated drinking watwr and congenital beart weas a critival analvsis of
the Hterature, Bepro, Toxicol I 117447 T {2006},

ATEDR concluded that *{tlhe study ia Hmited in that only two widely spaced exposurs concentrations were used
umi that a significant dose- z&;;}emg was not ohserved {or several exposire scenarios.” Toxicological Profile for
Trichklorosthylene Update (September 1597}, at 88

¥ Fisher, 1, o of, Trichloreethylene, wichiorpacetic avid, and dichlorosestic acid: do they affect fetal rat heart
development? Int L Tasieol 20: 257-67 (2001
Carney, B, of o, Developmental toxiclty studies n CrhCd (30 rats following inhalation o 1 eXpUSLTe to

rrichioroethviens and perchloroethviene, Birth Defeots Research (Part BY 77 405412 (2006}

U tohnson and Dawson, with their collaborators, are alone in reporting that TCE is
h Pe

pﬁcif" cardise weratogen.”
Hardin, B, ¢ «f, Trichlorosthyiene and cardiac malformations, ?zmmn Henltt i

2; ABGT- (2004).

w)
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The number of litters with fetuses with abnormal hearts was 16.4 percent, 0 percent, 44
parvent, 38 pereent, and 67 percent for the control, low, mid 1, mid 2. and high doss,
respectively, The reported NOAEL 15 separated by 100-fold from the next higher dose
fevel The data for this study were not used to caleulate a public-health protective
cone entration since a meaningful or interpretable dose-response relationship was not
bserved. These resulty are also ot consisiens with eorlier developmental and
;"e;;mmzu ifve foxicologival studies done owside thiv lab in wiice, rars, and rabbits: The
other studies did not find udverse effects on feriility ov embryonic development, aside
Srom those assoc fated with materndd tosic ity (Hurdin et al, 2004}

3. Beservations of BEPA Scientific Sy

Remarkably, an EPA staff review that was placed in the docket for the Work Plan Assessment
reflects stmilar concorns, First, one staffmember dissented over relving at all on the Arizona study:

o

“The rodent devedopmental oxicology studies condunted by Dawson et al {1993),
Johnson et al. {2003}, and Johnson et al, {1998} that have reported cardiac defects

resy iiing fromm TCE {and metabolite) drinking water exposures have study design and
reporting Hmitations, Additionally, two good quaim {GLP) inhalation and gavage rodent
studies conducted in other laboratories, Carney of al. 20067 and Fizher ot al. {’-‘ﬂf} 3,
respectively, have not detented cardian defiets. 7“} ese Himitations and uncertainties wers
the basis of the single dissenting opinion of & team member regarding whether the
database supports a conclusion that TCE exposures during development are likely to
canse cardiae defects ™

Second, even the EPA staff that agreed with use of the study had Hitle confidence that it
supported the dose-response assessment

“TAT majority of the team members agreed that the Johnson et al, (2003} study was
xumbie for use in deriving a point of departure. However, confidence - of team members
in the dose resporse evaluation of the cardiae defect data from the Johnson et al, (2003}
study was characterized as between “low” and “medium’ gw* th 7 of 11 team mombars
rating confidence as “low” and four team members rating confidence as “ow o
mediom’ ).

1t is surprising that EPA would consider use of a dose-response value for regulation from a study
in which seven of its own sclentists expressed “low” confidence, and i which the other four could muster
no more than “low to medium™ confidence. The same report notes: “In conclusion, there has not been a
confirmation of the results of the Johnson et al, (2003 and Dawson et al, (1993} studies by another
laboratory, but there has also not been a repeat of the exact same study design that would corraborate or
refute their findings.”

2 Catifornis FPA Public Heslth Goal for Trichloroethyvlens In Deinking Water (fuly 2009, 8t 21 {emphasis added),

diac Toxicity Assesament Update {available a2

" TCE Developmental C
hitndtwww resdations. sovi# ldovamentDeiL DsEPAHOWOPPT. 201 2072 3-004 51,

Mg
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4, EPA’s Dose-Response Evaluation using Johnson ef of, (20033 Is Inapnropriate

The TCE Work Plan Assessment relies on the prior IRIS Assessment’s evaluation of the
relationship between TCE exposure dose and the development of cardiac defects, as desoribed in Johnson
et ol (2003), Ignoring for the moment the myriad of methodological deficiencies in the paper, a closer
look at EPA’s evaluation of that dose-response relationship in generating a point of departure (POI)
raises several concerns, The lmportance of this activity cannot be overstated, s acoording 1o a paper
published by the authors of the IRIS Assessment, Johuson e of (2003 ;cpzewm *the oaly available
study potentially useable for dose-response analysiz of fital cardiac defects.”

in discussing the dose-response evaluation, Makris ¢f of. {2016) further state that *{gliven the

noeraintioy in the dose-response ans i}fai related to the nature of the data, the confidense in the POD
ba;ed on Johnson ¢ of (2003) has liaitations. Overall, however, the POD derived inthe 2011 TCE
assessment (US, EPA, 20113, which used an approach consistent with standard U5, EPA dose- response
practices, remains a reasonable chotee” 1t should be noted that, In order to ‘a'“i'séew: a better moded it in
its derivation of a POD, LE’% dmpped the highest mpoaa re dose from Johnson er of (2003}, With already
guestionable data, and no expectation that the highest dose of TCE would result in a diminished response,
that decision should be z”f:mmmer{fd,

{
;

Makris er o/, {2016) deseribe additional doss- zexpange analyses performed to characterize the
uneertainty in the POD. In summarizing the results of this analysis, they state that “{allternative PODs
were derived based on use of altemative models, allemative BMR Eezvefs, or alternative procedores (such
as LOAEBL/NOAEL approach), each with different strengths and Hmitations, These alternatives were
within about a0 dw‘ of zxzaigm{z:de of the POL derived in the 2011 TCE c’zx,se\a’s’mezzz“” {emphasis added),
Thiz level of uncertainty fnmodsling the POD when combined with the uncertainty in the PBPK
modeling {¢ ham sed elsewhere) and the overall poor quality of the undevlying dev iupmemai toxinity
study provide litle wni idence in the resulting non-cancer toxicological value in the Work Plan
Agsessment that drives the proposed regulation,

g, Reliance on Johnson ef of, (2003 Is Inconsistent with Use of Best Availahle
Science

Al acute inhalation exposures in the TCE Work Plan Assessment were measured against
pois:nt ial developmental toxicity endpoints based solely on EPA’s IRIS evaluation of Johnson of ol
(20033 When HSIA requested access to the data used by EPA in its evaluation of the dose-responss
relationship between TCE exposure and cardiac defects reported in Johnson of of. (2003}, the Agency
provided the spreadsheet, referenced as Johnson (2009) (HERQO 1D 783484 ) in the 2011 IRIS Assessment,
amd mdzcahd that was the entirety of the Jdata evaluated. Examination of that spreadsheet reveals an
absence of certain critical information, including, most importantly, dates for any of the individual
treatment/oontro! animals,

Acknowledging the docuwmented deficiencies in thelr paper {and the data provided to EPA), the
authors published an mamm aimed at updating the public record regarding methodologizal issues for
Johnson ef of. (2003)."° According to Makris er of (201658

" Makris SL, Scott €8, Pox J, ¢f af., Systematic evaluation of r‘h* potential effects of trickdorosthylene exposurs on
cardine development. Repro Tox ‘c&;w(} &y httnfdy dobors/ 181016 ooz 201608014

® Johnson PO, Goldbe 1&. 81, Mayvs MZ, Dawson BY, Brratim ?zr s for Johnson @ of [Environ
Heshth Perspect 113: A8 (20033]; Envivon Heslth Pf,vspcci 122 A94 (2014,
httpfdedotorg/10.] ?8@;‘@.3*}\ 122-A94

.
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S

some study reporting and methodological details remain unknown, e.g., the precise dates
that each individual control animal was on study, maternal body weight/food
consumption and clinical observation data, and the dewiled resulis of analvtical chemistry
testing for dose concentration. Addzim 1al possible sources of uncertainty identified for
these studies include that the arch was condunted over 8 G-vr period, that combingd
contred data were used for z:mng:@;—mé;on to treated groups, and that sxposure
characterization may be imprecise beeause tap (rather than distilled) drinking water was
used in the Dawson ef of, {1993 study and because TCE intake values were derived from
water consumption measures of group-housed antmals”

HSIA submits that the information contai fy
Johnson of ¢f, {2003) as “hest available science”

chemical risk evaluation under TSCA gy azmnﬁwd

ed tn the above paragraph alone should disquali
requ sived under EPA's proposed procedures for

&, FPatlure to Conform to EPA Guidelines for Devedopmental Toxisity Risk

Axzessment

EPA’s Guidelines for Developmental Toxigity Risk A»«\ess Ireﬁi establish the framework for
evatuation of developmental toxioity risk on a case-by-case basis.”® Under these Guidelines, “[i]f data are
sonsidersd syfficient for visk assessment, an oral or dermal reference dose for dt‘?yaiﬁpmu tal toxicity
{RiT3y) or an inhalation reference congentration for developmental toxicity (RfChy) i then devived for

3%

corparizon with buman exposure estimates”™ (emphasis added}.

In defining sufficieoncy, the Guidelines state: “In the case of animal data, agents that have been
tested adeqamaﬂib' in laboratory animals gccording to current tesi guidelines generally would be snciud@d
n the “Sufficient Experimental Animal Evidence/Limited Human Data”™ category {smphasis added).
Where, as here, the “database on g ;‘azt cular agent includes less than the minimum sutficient ev nimce {as
defined in the *Tnsufficient Bvidence’ tegory) necessary for a risk assessment, but some dats arg
available, this information could be uoed to determine the need for additional testing. . . . In some cases,
a database may contgin conflicting data. In these instances, the risk assessor must consider each study’s
strengths and weaknesses within the context of the overall database in an attempt to define the strength of
evidence of the database for assessing the potential for developmental toxicity”

Given the demonstrated shorteomings of Johnsou ef of {2003}, which was not conductad 1o EPA
test puidelines, snd the availability to BPA of three guideline studies, we submit that the Guidelines for
ﬁ{)eveiopmmmi "i" sicity Risk Assessment and TSCA §5 6 and 26 require a weight of evidence evaluation
of the database before EPA relics on Johnson e of, (2003} for regualatory purposes,

7 New Relevant Information

A thivd guideline study of TCE developmental toxicity has been sponsored by HSIA. The study
was designed with a focus on cardiae abnormalities and included toxicokinetic measures to enable
u‘sm;}amﬂn with the earlier studies. It was intended to il the remaindng gap for 2 guideline study by the
drinking water routs, the same sxposure moute as Johnson er of, (2003, Regrettably, although the in-ife

Qi0-2A42-28237178
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portion of the study was conducted during (h.mix, and Movember, 2015, the concentrations i}f TCE
measured in the drinking water solutions were found 1o he ’Qdcs\"he acceptable target range of 1% &
10%, invalidating the study. The laboratory is cméuctmg additional stadies to idﬁ:ﬂ’iif} the source of the
deviations and the study will be rerun as soon as the dosing methodological issues are resolved and
scheduling permits. A statement to this effect is attached as Appenidix 1.

C, Deficiencies of Cancer Risk Assessment
1. Erroneous Characterization of TCE az *Carcinogenic 1o Humans”

While acute risks of developmental toxicity are characterized by EPA as of the greatest concern,
the Work Plan Assessment also coneludes that all but one of the ,jx,g:;eaa@r gxposure stenarios excesded
all the target cancer levels, The discussion of carcinogenicity in the Work Plan Assessment suffers from
slavish reliance on EPA’s varlier assessment of TCE under its Integrated Risk Information System.”™ The
KI5 Assessment dawhm TCE as “Carcinogenie 1o Humans.”™ It fails to discuss (or even o recognize)
that such gidsszf“ tm is incousistent with a definitive report by the National Academy of Spiences,
discussed below,™ We briefly address below how the epidemivlogical data on TCE do not meet the
threshold for classification as “Carcinogenic to Humans”

oot {3

a. Cridelines for Carsinonen Bisk Azzessment

EPA’s 2005 Guidelines for Carcinogen Risk Assessment provide the following
desoriptors as to the weight of evidence for waz;,znogs,:z,zia;i'{.g .

s Carcinogenic to humans,
= 1ikely to be carginogenic to humans,
®  Suggestive evidence of carsinogenicity,
= Inadequate information to assess carcinogenic potential, and
»  Not likely to be carcinogenic {o humans.”
According to the Guidelines, “carcinogenic to humans™ means the following:

“This descriptor indicates strong evidencs of human carcinogendeity, It covers different
combinations ot evidenve,

s “This descriptor is appropriate when there is convincing
eptdemiclogic svidance of & causal association between human exposre
and cancer,

P eroyicologioat E{%ze\» of Trichio cs,r’n‘ ime {CASB Mo, 79-01-6) in Support of Summary Infbrmation on the

Integrated Risk Information System (IRISY (IRIS Assessmant™)

* National Research Uounci], Contaminated Water Supplies at Camp Lejeune: Assessing Potential Health Bffec
{2009 (hereinafler “Camp Lejsung report”™).

70 Fed Reg. 17766-817 (April 7, 20038,
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® “Exceptionally, this descriptor may be equally appropriate with a
lesser weight of epideriologic evidence that is s wmmi ened by other
lines of evidence. It can be used when off of the following com}mo 15 are
met: {a} There is strong evidence of an associstion between hman
exposure and either cancer or the key precursor events of the agent’s
made of action but not ennugh for g s,aus\i. associstion, gied (b there is
extensive svidence of ¢ -m,moz,ﬁ, nicity i animals, and (o) the mode(sy of
carcinogenic action and associated key precursar events have been
wdentified in animals, and () there is strong evidenve that the key
precursor events that precede the cancer responss in animals are
anticipated o occur in ugpans and progress to tumors, based on
available biological information. In this case, the narrative includes a
sumimary of both the experimental and epidemdologic information on
mode of action and alsoe an indication s of the ralative weight that each
source of information carries, 2 g, based on human information, hased
o Himited human and extensive animal experiments.”

According to the Guidelines, the deseriptor “likely to be carcinogenic {o humans™

is appropriate when the weight of the evidence is adequate to demonstrate carcinogenic
pz,ai.z,-m.ad% s bromans but dees not reach the weight of gvidence for the deswriptor
‘Carcinogenic to Humans.” Adequate evidence consistent with this descriptor covers s
broad spectrum, . . Supporting data for this descriptor may include:

“An agent demonsirating a plausible (hut not definitively causal} association between
human exposure and canger:

e “Apnagent that has tested positive in antmal experiments in more than
one species, sex, strain, site or oxposurs route, with or without evidence
of carcinogenieity in humans;

#  “A positive tumor study that raises additiona! biclogical concerns bayond
that of & statistically significant result, for example, a high degree of
malignancy or an early age at ousel;

s A rare animal tumor response in a single experiment that {5 assumed to
be relevant to humans; or

e “A positive tumor study that is strengthened by other lines of evidencs.”
According to the Guidelines, the descriptor “suggestive evidencs of carcinogenioity™

“is appropriate when the weight of evidence is suggestive of carcinogenicity; a concern
for potential carcinogenic effects in hurmans is raised, bul the data are judged not
sufficient for a stronger conclusion. This de.s::riptof eovers a spectrum of pvidence
associated with varying levels of concern for carcinogendeity, ranging from a positive
canger result in the only study on an agent 1o & 51 ingle positive cancer result tn an
extensive database that includes negative studies in other species. Depending on the
extent of the database, additional studies may or may not provide Rrther insights. Some

examples include:
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= UA small, and possibly vot statistically significant, inorease in tumaor
incidence observed In a single animal or human stu dx that does not reach
the weight of evidence for the desariptor *Likely to Be ( ,.az‘ciawg HHC 1D
Humang;

e A small increase n a tumor with a high background rate in that sex and
strain, when there is soms but insufficient evidencs that the observed
tumors may be due to intrinsic factors that cause background tumors and
not due 1o the agent being assessed,

= “Evidence of 8 positive response in a study whose power, design, or
comduct fimits the ability to draw a confident conclusion {(but does not
make the study fatally flawed), but whers the carcinogenic potential is
strengthenad by other lines of evidence or

e YA statistically significant increase at one dose only, but no significant
response at the other doses and no overall trend.”

b, Avpboation of the Guidslines i TCE

{n considering the data in the context of applying the “Carcinogenic to Humans”
desoriptor, one firgt considers the wei ight of the epi écmzuiuw c,ai ey zdww We udge the
epidemiclogic evidence to be neither “sonvineing” nor “strong,” two key terms in the Guidelines,
This judgment is based op four recent reviews and meta-un nalyses of occupational TCE exposures
and cancer as wall as other reviews of this literature.”> The recent review and meta-a mix«-zs by Kelsh er
of. Tocuses on ocoupational TUE exposure and kidney cancer, snd includes the Charbotel ef of, study ."3 hat
is emphasized in the IRIS and Work Plan Assessments.” Both the EPA mmwm&i};wza and the Eelsh ¢
af, meta-analysis of 1 hw TCE kidpey cancer epi 3&?1‘1203&;1(, literaturs produced stmilar summary zmuits
However in Kelsh ef of. the Hmitations of this body of research, namely exposure assessment Hmitations,
potential unmeasz}rﬁi confounding, potential selection blases, and nconsistent findings across groups of
studies, did not allow for a conclusion that there is sufficient evidence of a causal association. despite a
mudest overall association.

There are reasonably well-designed and wellconducted epidemivlogic studies that report
no assoeiation between TCE and cancey, some reasonably vveibdeszgned and conducted studies
that did report associations between TCE and cancer, and finally some relatively ;}o@*i& designed
studies reporting both pesitive and negative findings. Overall, the summary relative rishs or
odds ra:i:im nthe meta- analysis studies (EFA or pu b}’:‘*}ed meta-analyses) generally rangad
between 1.2 and 1.4, The drafi assessment refers to these associations as “small,” a term not

202 o ~ . .
= Alexander, 1, of of, A meta-analysis of vecupational wichloreethylene exposure and mudtiple myeloma or

feakaemia, Ceenp Med {Lond) 36:485-493 2008 Adct\aﬁ&&,i T3, af o, A meta-analysis of occupational

trichlorpethylene exposure and liver cancar, Ent Arch Gceup Bovivon Health 812y 12743 (2007, Mandel, J, e of,
Cecupationsl trichloroethy iemﬁ emm g and non-Hedghin' lymphomar a meta-goalysis and review, Ocoap Environ

Med 63:397-607 (2006); Kels :’ %)cciqmmmal trichiorosthyiene exposure and kidney cancer: a meta-
anabysiz, Epidemiclogy 21(1n 93«:{}:’ {January 20180
& e ) kS

2% f « oy
= Charbotel, B, #f of., Case-control study on rensd cell cancer and vccupational exposure to trichioroethylene, Part
11 Epldeminlogioal Lis,pca,{n, Ann Oveup Hyg "?t}i&} TFITRT (2006),

S
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typically consistent with “convincing” and “strong.” Weak or small associations may be more

tikely to t influenced by or be the result of confounding or blas. Smoking and body mass index

are well-established risk factors for kids ney cancer, and smoking and alcohol are risk factors for

tiver cancer, vet the potential impact of these factors on the meta-analysis associations was not

fully considered. There were sug guestions that these factors may have impacted findings (e g, In

the large Danish cohort study of TCE exposed workers, the researchers noted that smoking was

maore pz‘avak‘:m among the TCE exposed populations, however lttle empirical data wers prm’id&d} In

addition, co-linsarity of ovcupational exposures {({e, TUE exposure correlated with chemical andfor other

SXPOSUIDS ) may 1 make it difficult to isolate potential effects of TCE from those of other exposures within a
given study, and hinder Interpretation across studies. For example, although Charbotel er o/, reported

pu&wim} eXPOSUTE TESpOnse trends, while controlling for many confounders of concern (which

strengthens the weight of evidence}, they also reported attenuated associations for cumulative TCE

exposure after adiustment for exposure 10 cutting fludds and other petrolewm oils {weakening the weight

of the evidence}. Tim study 15 also Hmited due to other potential study design considerations such as

selection bias, self vepor i”mv of work histories, and residual confounding.

s

When examining the data for TCE and non-Hodgkin bvmphoma, kidney cancer, and liver
canger, associations were inconsistent across cecupational groups (summary results ditfered
betwern aerospace/atroralt worker cohorts compared with workers fronn other industries), study
design, focation of the study, quality of sxposure assessment {e.z., evaluating studies that religd
upon biomonitoring to esthmate exposurs v semi-quantitative :33%\ mates ve. self~report, ete), and
by incidence vs. mortality endpoints. Although EPA examined high dose categories, it did not
evaluate any potential dose-response relationships across the e-wsidpm‘a}ﬁg%c studies (except for
Charbotel ef ol ). Reviews of the gpidemioclogic data reported in various studies for different exposurs
tevels (e g cumulative exposure and duration of mpu:;uzz: mEtie s? dui 1ot find consistent dose-responss
associations hetween TCE and the three cancer sites under review,” An established dose-rssponse trend
is ong of the mors important facma’s when making ‘-z.sss;’:s-smeni‘s of causation in epidemiciogic literature.
Thus, based on an overall weight of ey xdenm analy %i» of the apzda miologic research, these data do not
support the conclusion thatt im “strong” or Ysonvineing” evidence of a causal association between
human exposurs and cancer,

EPA’s Guidelines also state that a chewmical may be described as “Carcinogenic o
Humans™ with a lesser welght of epidemiologic evidence that is streagthened by other lines of
evidencs, alt of which 'mm be: met. DOne of these Hnes of t‘fviéﬁzwe is “extensive svidence of
carcinogenicity In animals” Therefore, we must briefly evaluate the antmal data.

The eriteria that have to be met for animal data 1o support a “carvinogenic 1o humansg”
classificatinn are stated D & sequet ntial manner with an emphasized requirement that all eriterta have 1o be
met. Since the Guidelines consider this to be an “esceptinnal”™ route 10 a “carcinogenic to humans”
classification, we would expet rigor 1o have been applied in assessing animal data against the criteria,
This simply was not done,

{3f the four primary tissues that EPA evaluated for carcinogenisity, only one or perhaps two rise
1 the level of biclogical significance. Discussion of the remaining tumor types appaars 10 presuppose

“ Mandel, I, ef of., Occupational trichloroethylene exposure and nos-Hod s lymphomas 8 meta-analysis and
review, Ocoup Environ Med 63397607 (20063, Alexander, B, & «f, & met-goalysis of occupational
frichiorosthviens exposure and Hver cancer, Int Arch Occug Envivon Health 812012743 (‘29(} ¥ Keelsh, M, et ol
Oecupational trichloroethylens exposire and kdney cancer g melfa-analysis, Epidemiology 211y 95-102 (anuary
2010
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that TCE is carcinngenic. The resulting discussion appears then to overly discount negative data, of
which therg are many, and o i ,ghisgh* marginal findings. The text doss not appear to he a dispassionate
rendering of the available date. Specifically, EFA"s conclusion that ’é(iciney cancer is evident in rals rests
on one statistically significam tmdmw in over 70 dose/tumor endpoint comparisons and references to
exceedances of historical ¢ vzmoi values.” Using 8 f‘ 05 pevalue for stat smﬁi significance, a frequency of
1 or even several statistically or biolo gjwd%h significant gvents is expected in such a large number of
dosed/tumor groups. EPA’s av&zaii conglusion aaed on these flawed studies cannot be that TCE s a
known kidney tumorigen, The best that can be said is that the data are inconsistent. Cenainly they do not
meet the criterion of “extensive evidence of carcinogenicity in animals.” Several marginal findis 3&,% o not
constitute ¢

extensive evidence”

For all these reasons, EPA’s olassification of TCE as “Lam wogenic to Humans™ is not supported
by the evidence and cannat be justified under the 2008 Guidelings,™

. ERA’s Position that there 1 Convineing Evidence’ t"}'za T CE s Carcinorenic to
Humans 18 Inconsistent with MNational Academy of Sciences Conclusion of only
Limited or Suggsstive Dvidence’

<

The IRIS Assessment states that "TCE is charanterizad as ‘carcinoganie t© humans’ by all routes
of euposure, This conclusion is based m convineing evidence of a causal association between TCE
exposure in humans and bidney cancer”

Box 2 of the Acadeny'’s Camp Lejeune report, sttached as Appendix 3, categnrizes every cancer
outcome reviewed o relation to exposure to TCE, the dry cleaning solvent perchloroethylene, or a
mixture of the two, The caiev{}r?ss are taken di zcz:tiw from o respected Institute of Medicine (2(“}\,@;
"”po 0 These categories are "sufficient evidence of a causal relationship,” "sufficient evidence of an

wam on," "Hmited or suggestive evidence of an association.” "inadequate evidence to determing an
aawcmmu, and '’ iuum st iggestive evidence of no association,” all as defined in Box 1, also
attached.

2 "33

783
&
f }"“

Looking at Box 2, evidence considered by EPA 1o b "convincing ev zd s of a causal
asaoua{zozz between TCE exposure in humans and kidney cancer” would seem to be constdered
sufficient evidence of a causal relationship.” Yet the ‘xmdum found no ouwlcomes in that category, It
s,sv-‘ou'i d at least be "sufficient evidence of an association.™ Again, the Academy found no outuomes in that
category. Only in the third category, "limited or suggestive evidenoe of an association,” does one find

fiidf& or any other cancer oufcomme 3~m«3uai o with TCE,

"{imited evidence of an association” Is far from "convineing evidence of cavsation.” One would
expect af the least o detailed explanation of EPA's very different conclusion. Although the 2009 Lamp
Lejeune study was already published, and indeed is cited in the references, there is no mention of it in the
text of the IRIS Assessment, even though the previous draft had just been the subject of a multi-vear
review by the Acadersy,

* And that bipassay is from a laboratory whose studies BPA has revigwed and declined o rely apon in other
aBsessments,

* Further commentary to this effect, provided by a distinguished group of consultants in connsction with the TCE
IRIS Assessment but not addressed by EPA, is altached a3 Appendix 2.

7 Institate of Medicine, Gulf War and Healih, Vol 2. Insecticides and Solvents (National Academies Prass) {2003

~13«
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The Camp Lejeune commitiee began with a comprehensive review of the epidemiology studies of
the two solvenis by the 1OM for its Gulf War Report. They then identified new studies published from
2003 to 2008 and considered whether these changed the conclusions in the IOM report. In the case of
TCE and kidney cancer, this was the case. The Camp Lejeuns x()i’ﬁﬂ"-if‘{ﬁﬁ‘ considersd sin new cohort
studies and two case-control st sdies {including Charbotel er o), They concluded that several of these
studies reported an increased risk of kidney cancer, but observed that the results wers often based on a
relatively small number of ax;;oscfd persons and varied quality of exposure data and methodology, Given
these data, the commities mised the olassification for TCE o mateh the IOM conclusion of “limited”™
gvidence for perchiorosthyviene.

ERPA, on the ot%mr hand, offered the stmmary conolusion of e;:om’im:ing human evidenes, bassd
on the "consisteney™ of increased kidney cancer across the different studies. The authors of thess studies,
however, do not agree wi ith EPA's characterization of them, }0;* example, the authors of Charbotel ef o/,
the study EPA finds most compslling, state that the “*uév suggests an association between exposures o
high 3 Is of TCE and inoreased risk of [renal cell carcing zaj Further epidemiological studies arg

554 Vi
necessary to analyze the effect of lower ia::vaz'is of exposure.”

Given the flaws in the IRIS Assessmant, and the very ditferent conelusion reached by the
Academy in its Camp Lejeune report on the same body of data, the Work Plan Assessment should not
rely on the IRIS Assessment’s elassification of TCE as "Carcinogenic to Humans.”

2, EPA Should Regssess Available Cancer Epidemioloey Data, Given Publication
of More Recent and Laveer Studies on Worker Populations

The observation of an elevated but weak kidney cancer assoeiation raported by Charbutel ef o

(2006 contrasts with other occupational studies which did not find an elevation in kidney cancer in
industries using TOE as a metal degreaser, e.g., auuai: manufacturing, metal oleaning, etn., where
gxposures may be higher than for serew cutters, Lipworth and coworkers (2011) found no evidence of
increased kidney cancer ina Zazzz“ worker cohort with multiple decades of TCE exposure 'md %xmmﬁed

cancer follow-up evaluations,” The airerafl reanufacturing study involved a total cohort of 77,943
workers, of which 5,443 were identified as exposed to TCE. The study involved evaluations from 1960
rh rough 2008, at which time 34,248 ‘«‘vs}l‘a&il‘a had disd. Approximately 30% of the workers were hired

gfore 1960 (80% born before 1940), 32% terminated employment by 1980, and approximately a third of

the workers wers emploved for more than 20 vears. The standa z’zi ed incidence ratio (%iix} for kidney
cancer in the TCE-exposed workers was reported as 0.66 (U1 95%: 0 38 1073 This value for the SIR

indicates that these workers were potentially less Hikely to get iudz cancer than the normal population
{or at least had the same rate as the normal population - SIR of 1_«,

Muore recently, two large Nordie country epidemiclogical studies, both of which had extensive
follow- up oi the cohorts, have likewise | "ia.d to find an association between TCE and kidney cancer. An
SIR of 101 {0.70-1.42) was found by Hansen e o/, (2013} for kidney cancer based on 32 cases outof a

total of 9‘3 caneer cases in g cohort ui "33 workers m Finland, Sweden, and Denmark, indicaling that

o, B, et ol Case-conirol study on v

enal cell cancer and occupational exposins ¢ trichloroethylens, Part
i %pzdmu(*?cvzcai aspects, Amn Oconp Hvg SH{ER777-

TIT8T {2006},

# Lipwarth L, Sonderman 18, Monima MT, er of, Cancer montality among airerafl manufhctoring workers: an
extended follow-up, I Oooup Environ Mead 5 >(9‘> 9931007 {2011}

-
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rates were the same as the normal population.” TOE exposures in this cohort were directly confirmed
from urinary biomonitoring of the TCE maetabolite trichlorcacetio acid {TCAY However, overall TCE
gxposures werg likely low in this cohort in that most w\( TCA measurements were less than 50 mg/L,
coresponding o approxi ‘na‘iei 20 ppm TCE exposure. Thus, consistent with the conclusions of Bruning
et ol (2003, this study indicates TCE s unlikely to be a low-dose kidney carcinogen,

Rimilarly, no evidence of kidney cancer was found by Viaanderen ef of {2013} in a recent follow-
up examination o% the Nordie Oesupationsd Cancer cohort (Fipland, ke izz d, Morway, Sweden} in which
statistically notesignificant risk ratios (RR) of ! €} {951,073, 1,02 (0.97-1.08), and 100005107
WEPE 18 pfma,d for 4 total of 4,143 renal cancer cases approximately »Aq ually distributed across thres
respective TCE exposure groups {tertiles) ass wmd from a job exposure md‘izi\ analysis.” Finally,
although g metg-analysis of 23 studies meeting criteria for \iué‘ inclusion found » slightly inoreased
simple summary association of TCE and kidney cancer, RR 142 (1.17-1.77), more detatled analyses of
subgroups suggested 1o association, or possibly a moderate elevation in Kidney cancer risk, and no
evidence of inereasing risk with increasing exposure.™

These more recent studies were not reviewed it 'h.: 2011 TCE RIS Assessment or the 2014 TCE
Work Plan Aszsessment that form the basis for the proposed regulation. Any regulatory action under
TSCA 6, however, is requ rod o be based on the “‘ami available spiency” supported by “subsiantial
evidence in the record.” This s provides wmpc%i; ng support for our position that the iﬂfstm’zt proposal
should be withdrawn and the uses under consideration be examined following the TCE assessment EPA
will be conducting in the near futare under TRCA § 6{b(AH A

3, EPA’s Reliance on Charbote] ef o, (20061 Resulis inan
Orwverly Conservative Estimate of Risk

In i3 2014 Work Plan Assessment of potential cancer risk, EPA focused solely on tnhalation
exposures and relied on an inhalation unit risk (JUR) value developed in the 2011 IRIS Assessment. The
FUIR was based privaarily on epidemiology data from the vase-control study on renal cell carcinoma
{RCCY by Charbotel ef ol {20063, discussed above. Although other spidemiological stadies were used 1o
lerive an aJ_ iusted IL/R estimate for the combined risk of developing RCC, MNHL, or liver canecer, EPA
concedes a lower level of confidence in both the NHL and liver cancer databases, While the Charbotel e
af. study suggests a relationship between cumulative TCE exposure and ROC ineidence, the reliability of
the exposure estimates is a major concern,

The Mational Academy of Sciences Committee that reviewed the draft IRIS assessment relensed
in 2001 recommended that;

% itansen §, Sallmén M, Seldén AL er o, Risk of cancer among workers exposed to trichloroethylens: analysis of
three Mordic oohort studies, I Wall Cancer Inst TO5(12% 869-877 (2013},

enhittter B, f of., Remud cell cancer risk and oocupational exposurs to irichioreethyions:
-pontrol study in Arnsherg, Germany, Am ] Ind Med, 43(3): 274-285 (2003},

31 P .
U Briming T, Pesch B, W
Rosults of a consecudive case

7 Yiaanderen J, Straif
the risk of ymphoma, Hver, and |

K, Pokkala B, ¢ of., Ocoopational exposure o irichioroethylene and p»w% torpethylene and
dney cancer in four Nordie countriss, Gooup Baviron Med 70{8) 393401 (2013},

¥ Kelsh Ma, Alexander E‘!L‘? Mink PI, Mandel JH, Occupational trichloroethylens exposure and Kidney cancer: g
meta-analysis, Epidemioiogy 21(1) Q5102 (2010}
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“itthere appear to be insufficient spidemiclogic data 1o support quantitative dose-
response modeling for trichloroethylene and cancer. The committes recommends that
toxicologic data be used to fit the primary dose-response model(s) and that the available
eptdemiclogic data be used only for validation. The committes does not believe that the
available information is sufficient to determine the best dose-response mode! for
trichlorosthyiene

EPA should follow the recomumendation of the National "a 3(5&1?\ of Scignces, which referenced
the Charbotel ef ol (2005) final study report in its review of TCE. The authors’ own conclusions that the
study only “suggests that there is a weak association betwesn expasures to TRI [TUE] and increased risk
of RCC™ argues against the existence of the robust relationship which should be required for a dose-
response assessment used as the basis for regulation.™

The exposure assessmant for the waoif:i study was based on questionnaires and u{pa
judgment, aot divect measures of exposure.” Worker exposure data from deceased individuals were
included in the study, In contrast to Hving workers, who were able to respond to the questionnaives
themselves, exposure | information fom decsased workers (22.1% of cases and 2.2% of controls) was
provided by sury vzm fanmiily members, The authors acknowle da that “this may have led to a
misclassification for exposure to TCE due to the lower levels in the quality of information collected.”

Analysis of the data revealed evidence of confounding from cutting fluld exposure,
Unfortunately, TCE and cutting oil were co-exposures that could not be cizsagf%g{’um and the majority of

 national f{ewmm Counetl, Assessing the buman health risks {):i"trich?moat?’ty kcy seintific issues, Nationgd
Academies Press, X‘v’ashmg;mrz, DO {3 ,\w}_, iy wavw an.ehyonenbook o phin?record id=11707&nape=R 1

z"'m*eﬁ ?3 ‘;:8 vedte 1, H(rm -’\"2 ot cr;" , Case~conira! study on renal cell cancer and ocoupations!
mcs} Lyon, France; Institnut Universiiaire de Médeoine du

’\,‘ii?f"‘s”f“’ffw\ ?W ‘
hitnd/habarchives-ouvertes, i

docsN0/54/88/ %0 POFicharbatal actobre 05 ndf

s concern was recognized by the Lmapwze Chemicals Agenoy (BOHAY In its 2013 Chemical Ra
[Tihere arg sey ‘eral concerns with this stugdy that should be taken into consideration when asses
risk assessment and hazard characterization. For example, potential selection bias, the fual lity of t¥ e eXposSure
assessment, and the potential confoundiog dus to mhee oxposures In the work place. With respect to the potertial
for selection bias, no cancer registry was avatlable for tiis reglon to fiwm«( all relevant renal z:eii canceyr cases from
the target population. Case ascertainment relied on records of focal urologists and regional medical centers;
therefore, selection biss may be a concern. Given the concerns of the medical community in this reglon regarding
renal vell cancer {RCCY among serew culting indusiry workers, it s Hkely that any cases of renal cell canc 2T BIROng
thess warkers would bkely be dsagrms;f:{;i more accurately and earfier. 1t is also much more onl libely that an BCC
: ¢ workers would be missed compared to the chance of missing en RCC case among other w ork
B, This preference in identifying cases among sorew~cutting industry warkers would bias im;imgs
d divection. Concerning the potentd fal for other gxpostres that eould have contriluged o the association,
serew-cuiting industry workers used a variety of olls amd other solvemsa. Charbotel a2 of reported lower risks for
TCE exposure and renal cell cancer once data were adjustad for cutting oils. In fagt, they noted, ‘Indeed many
patients had been sxpused o TCE Iy serew-cutting workshops, where cutting fluids are widely used, making #
difficult to distinguish between cutting ofl and TCE effects.” This uncertainty questions the reliability of using data
from Charbotel er ol since ¢ one cannot be certain that the observed corvelation between kidney cancver and gxposure
is due to trichiorosthylena”

fety Beport on
sing its use in

* Favolte J, The ﬂnmi B Mudler-Beauté P, of f,, Case-control study on renal cell cancer and occupational exposure
Exposure assessment, Armn Coonp Hyg 300 765-775 (2006}
fannbyy/mel040.

x.iﬁoi,{)rgf'i 0,1693
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the TCE exposed population, the screw wutters, could be expected to experience stmilar patterns of
exposure for both TCE and cutting fluids (probably in acrosnl form). Thus the apparent dose-response
retationship for TCE could be wholly or in part the result of exposure 1o cutting fluids,

In their 2006 publication of the study results, the authors assigned cumulative exposures tato
ertiles (le., low, medinm and high), vet the dose-response evaluaion oo llhﬁi}’i as part of the IRIS

sessment relied on mean cumulative exposure levels provided at a later date.”® Although the EME}
ssment references the email submission of ﬂ data 1o EFA, it provides no dﬁ,mii 3t the tochnical
for the table, raising serious transparency issues,

I an apparent acknowledgement of the uncertainty of the exposure information, Charbote] ef ol
{2006) included an gvaluation of ““ﬂu, impact of including deceased pa.i.za.-mh {proxy interviews) and
elderly patients {“80 years of age)” on the relatio z*\}*'p between exposure to TCE and RCC, Interestingly,
it was stated that “only job ;}eréeds with o high level of confidence with respest to TCE exposure were
considered™ in the study, an apparent reference to the use of two different ocoupational questionnaires,
one “devoted o the sorow-cutting industry and 2 geveral one i or other jobs.” As the Adjusted Qdds Ratio
{OR)yforthe h ﬁh cumtlative dose group was actually higher in the cer 1sored { subgroup than in the
uncensored group [3.34 (1.27-8.74) va 2.16 (1,024,603, the authors cavalierly ‘x‘il&l&lﬁ?*&i&?{i that

“misclassifica m bias may have led to an mdcrabnmﬂ? on of the risk.”

What the authors and EPA appear to have overlooked is that, in addressing the misclas i;g:aimn
bias, Charbotel may also have altered mfz cumulative dose- -rEsponse refationship, For &xa*npi 1 the
censored subgroup there were now only 18 mpowd cases {1 in the Low Uroup, 4 in the Medium szup
and 11 in the High Group) with Adj usted ORs of 0.8 85, 1.03 and 3.34, respoctively. 1 the dose-response
refationship in this higher-confidence sy lw;*uup has changed, yse of the lower-confidence group to
caloulate the [UR would have to be rigorously 111\£ ifted b» EPA before it could be considered suiﬂ,un‘iiv
rohust to drive the types of decisions based onounit risk that are found in the proposed rule.

Ly

4, Pise of TOE Glutathione Conitugate Derived Metsbolites Dichlorovinvighuathinne
{DOVEY and Dichlorovinvieysizine (DOYCY n TCE Renal Toxichy and Cancer Risk
Assessment Should Be Reconsidered iven imz:srs'wed Understanding of the Differential
Crumetitative Formation of these Metabolites n Animals Relative 1o the TOE Oxidative
Me‘mbohtea Trichloroethano) {TCOH, Trichloroacsiic Acid {TCA) and Dichlnroacetic

The TCE IRIS Assessment relies in part on the conclusion that DCVG and DCVC, which are
weakly active renal toxicants and genotoxicants, are formed in toxicologivally significant concentrations
following human exposures to TCE. Importantly, the basis for this conclusion rests on studies in which a
relatively high blood Dﬁ VG concentration {100 ad) was ohserved in voluntears exposed for 4 hours {o
50 or 100 ppm TCE However, Lash ef of. (1999} relied on a colorimetric chromatographic method
analysis of TCE glutathione coniugate-derived metabolites which had substantial pommigi for detection
of non-TCE-specific endogenous substances. Subsequent radiochemivcal and HPLC-MS/MS based
analyses that specifically quantitated both DCVG and DOV have found that the activity of the

* Charbotel B (2008 [Emall from Barbara Charbatel, University of Lyon, to Cheryl Scotr, BPAL

%

Lash LH, Puit DA, Identifisation of §-(1,2-dishlorovinyliglutatidone in the blood of humars volusizers gxposed o
irichlorcethylens, T Toxical Bov Hith Part A, §6: 1-21 (1999},
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glutathione conjugate pathway is substantially lower than that of the oxidative pathway resulting in TCA
and DCA formation in both antmals and humans,™

Since the publication of the TCE RIS Assessment in 2011, additional studies have svalusted the
kidney concentrations of TCE oxidative and glutathione cnn; szd‘ia derived metabolites tn a variety of
mouse strains administered 5 daily oral 600 me/kg doses of TCE Metabolites were quantitated 2 hr
after the last daily dose in that toxicokinetic evaluations had shown the approximate maximum plag na
concentrations of TCA, DCA, DOVG and DUVC were ohserved 2 i following oral TOE treatment.”
Using a structure-specific HPLC-ESLMS/MS wethod, Yoo ef of (2013} demonstrated that DCVG and
DBOVE were only a very siall fraction of total oxidative metabolites quantitated in kidney. TCOH
kiduey concentrations were 2-4-fold greater than TCA, and TCA cone unti aticns were 100-1000 greater
than DCA, Importantly, DOA concentrations were 100-1000-fold ¢ than DOVG and DCVE,
resulting in the mncftzxzcn that TCE oxidative metabolisin was up ‘ic urd@ s of magnitade greater than
glutathione conjugate-derived maetabolism, These findings were consistent with the sarlier report from
Bt ef af. (2009 in which the plasma toxipokinetics TCA, DUA, DOV and DOV following a single
2140 mg/kg oral TCE dose found that the cumulative AUD of axidative metabolites wag 40,000-fold
higher than the co nb ined AUC of DOVG and DUV note that this study did not quantify TCOH, which
would have further increased the disparity of wiutfﬁmam cmz;msu -derived relative to oxidative-derived
metabolites, Ehc&{: data demonstrate s dramatically lower function ghuathione-conjugate metabolism
relative to oxidative metabolism in mice, despite the observation by Dekant { 21}15}} that mice generate
DUV at slightly higher rates than rats and greater than 10-fold higher than humans,

The results of studies using structure-specific analvtical methods for quantitation of DUV and
DOV directly challenge the hypothesis that glutathione conmgate-derived ms.mboi ites plausibly account
for the genotoxicity, renal cytotoxicity, and ultimate carcinogenicity i radents.” DOVE was only
margmaih evtotoxic {LIDH release), i at all, when incubated at 0.2M {200,000 nd) with isolated renal
cortical cells of male snd female rats, This & vitro concentration is substantially higher than the
a?pl“o‘{'-maie maximum kidoney concentrations of 10-75 nM DOV resulting from treatment of \far“ L“
strains of mice with a high m‘ai TCE dose of 600 mgfg/day for § days nbserved by Yoo ef gf. (201
addition, a Hkely NOQ. AEL of mg/kg/day was reported for kidney toxicity (no change in seram BU N
wiak tubule dilation and no neorost 5} i IS dai i msiari:d DOV prally or intraperitoneally at 1, 10 or
30 mpdhg/day, 1 day per woek, for 13 weeks” “If, based on Yoo ef al, (2@3:‘,, it is assumed that the ratio
of formation of oxidative metabolites to glutathions conjugate-derived metabolites is 10,0001, an
implausibly high (oceupational or general population) dose of 6044 mg/kg TCE would be required to

O Diplant, W {2010, attached as Appendix 4,

U ypo HS, Bradiord BU, K oavk (1, ‘Umd 2 T, Shvmonyak %, Colling LB, Bodnar WM, Ball LM, Gold A, Rusyn L
Comparative analvsis of the relationship be sichioroethylons metabolism and t}gsmmpemac feRinily among
inbred mouse siraing: i<h§ﬂs;\’£f wots, F ";”{)x’acoI Sy Hith Pr A, 78: 32-49. 5 {2013).

P i, 8, Kim, D, Pollack, OM, Collins, LB, and Rusyn, 1, Pharmacokinetic analysis of ichiorosthylene
m@tgﬂbniwm in male BOUIFL mice: Formation and Jibp(}wlilﬁf of wrichioroscetic aoid, dichloroncetic acd, (1,2
dichlorovinyighaathione and 5-01,2-dichlorovinyli-L-cysteine, Toxicol Appl Pharmace] 2380 90-80 (2009},

*Lash LH, Qian W, Puit DA, Huenl SE, Elfarra AA, Krause BRI, ?ar"»:ar JC,; angl an&i‘"p’vi" oty of
1r1an§0r<mh}§mu and its glutathione-derived metsbolites In rats and mice Sex-, species-, and tissue- riependmt
differences, J Pharmace! Bxp Ther 287 1535-1564 (20015,

MShirad N, Ohtsuji M, Hagiwara K, Towmisars H, Qhtsige N, Hirose 8, Hagiwara H, Nephrotoxic effect of

subchronic exposures to 5-(1 2-dichloroviny-L-cysteine in mice, | Toxicol 8¢ 37 871-878.h (2012),
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deliver a NOAEL dose of 1 mg/hg/day DOV (1 mmolkg/day TCE results in 0.0001 mmolkg/day
DOVC T mglkg/day DUVC = (.0046 mmolkg/day). These dose-toxicity caleulations suggest tha; it
appears foxicologically impiam'i te that real-world exposures to TCE are capable of producing doses of
DUVC suffictent to cause renal toxicity and carcinogenicity in mice.

. Pesr Review [gnored

The draft Work Plan Assessment was the subject of peer review by a panel selected by EPA in
2013, The peer review report highlights that it was a screening level assessment that inappropriately
relied on an uarepraducible study, and recommended that the assessment be abandoned.” One reviewer
devoted six pages o8 very detailed ori itique of Johnson ¢f of, (2003) and EPA’s reliance on such a
deficient study,” Nevertheloss, EPA ignored the pear review, Remarkably, even though the trade press
article on the peer review was entitled EP4 Peer Reviewers Suy Trichlorocthviene Analysis Not Ready for
Regulotory Use, the EPA Assistant Administrator for Chemi cai Safety and Pollution Prevention wrote to
the EPA Inspector General that “[iJt is notable that the external peer veviews of afl the Work Plan
assessments we fuve completed thus for supported o overall assexsment methodoloyies and
conciusions”" A more detailed ziwcnpiwn of the peer reviewers” comments {5 attached as Appendix 3,

Ppeer review is identified as o key step in EPA’s proposed procedures for chemical risk
evaluation under TSCA as smended. EPA states that *1iln addition to any targeted peer review of specific
aspeots of the anslvsis, the entire visk assessment will also undergo peer roview, as it is important for peer
reviewers to consider how the various underlying analyses fit fogether to produce an integrated risk

characterization which will form the basis of unreasonable risk determination.” ™ As the draft Work Plan

Assessment for TCE did not address the spot cleaning scenario at all, he assessment of risks under that

“ceﬁz&"*' has sever been subjected 1o peer review. Thus an applicable requivement of TSCA §5 6 and
26{134} for reliance on the Work Plan Assessment has not been met,

. Sereening Level Assessment

As noted above and in Appendix 8, the pesr review report highiights that the Work Plan
Assessment was a screening level assessment. Specifically, the Chalrperson of EPA's peer review panel
WOt

“The draft document fails to articudate satisfactorily that the analysis deseribed within
should be characterized as a screening level assessment. .., | { belipve that the Agency
acted prematurely in issuing this (screening level) assessment for public comment. .
After listening carefully to the comments and contributions from the other members of

siesioroduction’ ims 303 3
Qﬁ&cmmmn si1ce wnsoi dated peer review comments september 8 703 ndfl

v Respanse to Office of Inspector General Dm*"t Report No. OPE-FY14-0012 “EPA’s Risk Assessment Division
it F ujiz»* cfer: to Its Quality Management Plan,” (July 30, 2014, Appendis A, p 10 (available at

W ¢ oduction/files/ 2! ~{}€‘ documena 20140916 140-0330.pd5) {emphasiz added).
Compare BMA Da by Enviromment Report, BF4 Peer Reviewers Sav Trivhloroethvlene Analysiz Not Ready for
Regulatory Use (1 tiv & 2013

48 g ~
82 Fed. Reg. at 7572,

%
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the Panel, | 3 ave concluded that there would little benefit in revising this deaft screening
assessment.”

With regard to agrosol degreasing, EPA tdentified only two asroso! degreasing products
containing TCE in the marketplace and found no emissions or monitoring data for either product — thus
these are hypothetical exposures, Further, EPA used E-FART2/CEM modeling to develop “high-end
acute ithalation a\pmuse estimates” based solely on professional judgment, provi iding confinmation that
this is a screening level assessment. The highest snoertainties were associated with mass of product used
per gvent, duration of event, and number of events per vear, as the values seleoted wars hypothetical, thus
leading to further lack of confidence in the assessment,

For spot eleaning workers the problems with the exposure assgssment are even more obvious, A
major Hmitation of the exposure assessment used t evaluate potential risk arising from spot cleaning
operations was the unavailability of relevant exposure monitoring data, Section 2.4.2.5 of the Work Plan
Assessment, however, references a study specific i spot cleaning and states that “site- &'p&ciﬁa parameters
from this study were incorporated into the NF/FF model to obiain site-specific mode! estimates of worker

239
expostre,”

Examination of the MO%H 1997 study reveals that the aiy monitoring was actually conducted @n
response 1o an GSHA complaint from workers and the report states that *[ejonditions at this shop were
probably worst case” Use of monitoring data from a worst case, pot tential enforcement situation adds
additional stren 5%3; 3 the concern that the Work Flan Assessment (s actually a sereening level assessmunt

which does not reflect normal operating conditions and exposures,

It is clear that a risk evaluation that supports 8 TSCA § 6 rale must be more robust than the
c:remngy level Work Plan Assessment that EFA carried out for TCE, which does not comply with Office
of Management and Budget (*OMB™) guidelines Empiemﬁ nting the Information Quality Act™ First, EPA
must sonduet & “hz&im influg w,ﬁ scientific gesessment” to support TRCA § 6 rulam a%mw OB defines
a scientific assessment as “highly nfluential™ if dissemination of the assessment could have a potential
trapact of mors than 3500 m;iisuzs i any ong year on e;{i er the public or private ‘\:s‘zc*'x"xr. ar it the
x:jisseminmicm is novel, controversial, premciemz«geﬁtiz'zg,, or has significant interagency interest.

The TCE assessment emploved worst-case or default assumptions that led to overestimation of
potential 1 Mw Such assessments may be appropriate to support a decision that no further action or
svaluation is necessary, because there is confidence that the potential risks are not a concern. However,
they are mappropriate to support regulations ntended to reduce risk because screening igm':i ASSESSMENTS
do not accurately estimate risk or guantify exposures. Second, OME"s guide 3mz:x also requive agencies to
subject highly influential scientific assessments fo more 1 igorous peer review, For TCE, BPA selected a
contractor 1o mazmgi’f the peer review prosess, even though experts consider contractor-managed peer
review to be the least rigorous lovel of pesr review,

COHCErnS

F. Summary of

¥ National Institate for Occupational Safety and Health (NHDSH), Contral of Heglth and Safety Hazards in
Commersial {)"y Clearning, Pablication Nxzm ber 97-130, Centers for Disease Contrel and Provention, Atlanta, GA
{1997y mpwwwede govindoshy/does/87- 1 80/ cony rols

PR

fBa;iie: in for Peer Review (Do, 16, 2004) {available z
efaudeies/vmbisseis/omb/memoranda/ B2003/m03-03.0dD.

S g gop .. . ~ . . - N
T OME, Final Information {Qus
hitosd i www owhitehouss. sovs
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{n sum, the TCE Waork Plan Assessment is inconsistent with the applicable requirements of
revised § 6 in the following ways, among others:

= [t expressly relies on hazard values derived directly from s single academic study to estimate non-
cancer risk, even though several other studies, including two (;Li’ncomp}iant studies conducted

s

nder BPA guidelines, have been unable to reproduce the effect;”
® 1 e University of Arizona study upon which EPA relies has been heavily eriticized in the
sublished Hierature,” and other re guiaiozy agjenue\; have wxp oSS ,} declined to rely on the

a ademic study citing data quality concerns;™

»  The authors of the Arizona study have published repested corrections that fail to address the data
guality gmmerszsg“‘g nd 2 majority of EPAs own staff scientists expressed “low” confidence in s
results.”

= The Work Plan Assessment relies on gualitative and gquantitative sstimates of cancer risk that arg
not realistic or justified by any underlving spience. Two recent large Nordie epidemiologinal
studies, both of which had extensive follow- up o the cohorts, fa ::d to find an associstion
between TCE and Kidney cancer, but these are not addressed In the Work Plan Assessment.

Further, EPA’s reliance upon g polency factor bageé on Charbotel ef ol (2006) dirently

contravenes the advice EPA reeeived from the Mational Academy of Sciences

s Foraerosol degreasing EPA provided no smissions or monitoring data — thus these are
hivpothetical exposures. The spot cleaning exposure assessment relies solely on a 2007 California
study, which EPA recognized may not be representative of US dry cleaning facilities. The draft
TCE Assessment, entit d ‘“ﬂ:grmxez and Arts/Crafis Uses,” did not address spot cloaning at all
{except to say that none of those sold (o consumers contained TCEY, but the final Work P fan

Assessment 1S on izi%cfi f)c,; casing, Spof Clesming and Arts & (,mi{& Uses™ and includes

commercial use of TCE as a spotting sgent at dry cleaning faciit

o Cennpare Johmsen ef ol (2003} 1o Fisher, 1, ef o, Trichlorosthylene, trichloreacetic acid, and dichioroacetio avid:
do they affect fetal rat heart development? Int J Toxicol 200 237-67 (2001} and Carvey, B, & of |, Devalopmantal
toxioity stodies in CrhCd (310 rats fullowing inhalation exposure to irichlerosthylens and per d‘i(}’“(}f’{iw ene, Birth

Defects Research (Part B 77: 4053412 (2006,

HE g, “Iohson and Drawson, with their collaborators, are alone in reporting that TCE s a *specific’ cardiag
teratogen.” Hardin, B, e o, Trichloroethyione and cardize wmalformations, Envivon, Health Perspect, 1120 A6D7-8
(RO04Y, Watson, R, of of, Trichlorcethyvlens-contaminated drinking water and congenifal heart defeds: a orilical
analysis of the terature, Repro, Tosicol 210 11747 (2004},

B E g, “The deta from this study were not used 1o caloudate o puhlic-health protective soneontration since &
meaningfid or interpretable dose-response relationship was not obsarved. These resulis are also not consistent with

,..}

r iwvia;,n“ ﬁ”E and reproductive toxicologival studies done cutside this lab in mice, vats, and rabbis.”
Qaﬁfmma EPA Public Health Toal for Trichloroethviene in Drisking Water (July 2009}, 22 21,

& Johnson, PD, er of, Bovivon Health Perspoct 122 A94 (2 I 4% grratum to Johnson, PD, er of, Boviron Health
Perspact 1I3:A 18 (2005), whish is an erratuon 1o Johnson e of. (2003

¥ OTCE Developrmental Cardis ®icity Assessment Update (available at
htt;ﬁ::;www.re&zuia‘zior&;,&mv:ﬁEdo.cx;m\.ns.iih.t*l.i.,i)“{, A HC-OPPT-2012-0723-0045)
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= Itisa sereening level ass
Information Quality Act
rulemaking.

sment which does not meet OMRB grudeimea implementing the

588
for a “highly influential seientific assessment™ to support TSCA § 6

s The report of the pewr review of the TCE &swmment Hd
olesrest possible terms, but FPA fgnored 77 In fact, th
chavacterized the peer review as supportive,

hlights the foregoing points it the

o
w BEPA Assistant Administrator

Following enamtment of the Lautenberg Act, it should be clear that a risk evaluation that supports

a TSCA § & rule must be more robust than the soreening level Work Plan Assessmaent that EPA conducted
fm TCL Peer review and public comments identified numerous sclentific deficiencies with the draft
assessment, including the nappropriate use of default assumptions; ignoring contrary evidence that
azfiea.,‘ib ih@ \a-gight of the scientific evidence; reliance on inapposite exposure data; conclusions
inconsistent with the evidence cited, and reliance on a study that is not reprodusible. Important
shortoor n?zws in both the hazard and sxposure assessments were noted, Whatever “best available
science™ may mean, it cannot include reliance on an unreproducible toxicity study, a cancer risk
assessment that does not take into account relevant epidemiological and woieodogical studies, or putdated

and unrepresentative exposure information.” And certain Ey EE—‘ fx can no longer afford to ignore the
conclusions of the peer review it initinted, a5 TSCA § 26( n Hres zt tu conzider “the extent of

independent verification or peer review of the information.”
L Failure to Comply with SBREFA

The Regulatory Flexibility Act, s amended by the Small Business Regulatory Enforcement
Fairness Act (SBREFAY, provides:

“{ay When any rule Is promudgated which will have a significant economic impact on 2
substantial mumber of small entities, the head of the agency ;Wz.xmnio’m ng the rule or the
official of the agency with stalutory responsibility for the promulgation of the rule shall
assure that small entities have been g given an opporiunity 1o participate in the rulemaking
for the rule through the reasonable use of techniquss such as—

{1} the inclusion in an advance rmfﬂ e of proposed rulemaking, it tssued, of & statement

that the proposed rule may have a significant sconomic effect on a substantial number of
smiall entities;

{2} the publication of general notice of proposed rulemaking in publications likely to be
obtained by small entities;

{3y the direct notification of Interested small entitien

* wrtpsAwww epacovisites/nroduction/ Bles/201 5
O%docurments/ice consolidaied peer review comuments september 5 2013 pdf

¥ 8ee 162 Cong, Ree. 83

S22 {June 7, 2016} (“For far too long Federal agenciss have manipulated sclence to it
m’::{ieterm'neci peditical suicomes, hiding information and underlying data, rather tmn using open and fransparent
setence o fustify falr and objective decision making. This Act seeks to change all of that and ensore that EPA
tses the best available sclence, bases scientific decisions on the weight of the scientific evidence rather than one
or twe individual cherry-picked stdies, and forces & o oh grester level of transparency that forces EPA to show
their work to Congress and the American public ;
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{41 the conduct of open conferences or public hearings concerning the rule for small
entities inchuding soliciting and receiving comments aver computer netwarks; and

(53 the adoption or modification of agency procedural rules to reduce the cost or
complexity of participation in the rulemaking by small entities

“(by Prior to publication of an inftial regulatory flexibility analysis which a covered
ageney is required to conduct by this chapmw

{1} acovered agency shall notify the Chief Counsel for Advocacy of the Small Business

Agizmn stration and provide the Chief Counsel with information on the potential impaots
of the proposed rule cn small entities and the type of small entities that might be affectad,

{2y not later than 13 days after the date of receipt of the materials described in paragraph
{13, the Chief Counsel shall identify individuals representative of affected small entities
for the purpose of obtaining advice and recommendations from those individuals about
the potential impacts of te proposed rule;

{3} theagency %1 al sonvens a review pangl for such rule consisting whez‘iig of full thme
Federal employees of the office within the agency responsible for carrying out the
proposed rule, the Office of Information and Regulatory Affairs within the Office of

Management and Budget, and the Chief Comsel;

{4} the panel shall review any material the sgeney has propared in connection with this

chapter, including any draft p?opmed rule, collect advice and recommendations of gach

individual small enti t} representative identified by the ageney after consultation with the
Chief Counsel, on issues related to subsections 6{3 (b}, paragraphs (3}, (4} and (8) and

6{13{ey:

{3} not later than 50 davs after the date a covered agency convenes a review panel
pursuant to paragraph (3}, the review panel shall report on the comments of the small

entity representatives and its findings as o issues related to subsections 603(b},
paragraphs (33, (4 and (5) and 603{c), provided that such report shall be made public as
part of the rulemaking record: and

{63 where appropriate, the agency shall modity the proposed rule, the ndtial regulatory
flexibility analysis or the decision on whether an initial regulatory flexibility analysis is
required.”

Mo Small Business Advisory Review ((Lw referred 10 a3 “SBREFA Panel™) was held for the
proposed rale, however. Instead, EPA determined and certified that the rule would “nw, if pmrnnf%?ad
have g significant monomiﬁ impact on a substential number of small entities.” Where such a certifivatio
is m#*ie 0o initial or finsl regulstory analysis is required, and thus 2 SBREFA Panel need not be

pnvened.”

SURLC § 609a), (b
FEUSL § 605k “Sectio
the agenoy certifies that the
number of small entities, I

il shall not apply 1o any proposed or final rule if the head of
wave a significant sconomic impact on a substantial
z certification under the preceding sentence, the agency

L3
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HAIA submits that EPA could not lawfully have ceriified that the }33&@“566 rule banning the use
of TCE tospot cleaning lacked SISNOSRE. EPA has adopted guidance on making the SISNOSE
determination:

*The lower economic impact threshold is particularly important because it is used fo
screen out rules that generally will not have a significant economic impact and, therefore,
can be presumed not 1o require an IRFAFRFA (Le if all small entities subject to a rule
face cconomiv impacts less than the lower threshold, then the rule may be assi s’f‘swd o the
Presumed No SISNOSE Category). For this reason the lower ecopomic impact threshold
should be set conservatively, at a level that precludes any reasonable possibili 1}- ihat a
rude placed in the Presumed No SISNOSE Category might later be found to impose 2
"significant eeoﬁmﬂic impact on g substantial number of small entitios.” The if}‘i*)i’f
threshold defines a level of economic tmpact that would be ungquestionably significant for
a smatl entity, In analyzing provious rules, EPA has often defined the lower ihmahs s
complignee costs of 1% of sales and *dze higher threshold as compliance costs of 3% o f
sales g5 shown in the example in Table B

The guidance further s:amsﬁm* whare the number of small entities subject i the rule and
gxperiencing given ecot nomic impact is 1,000 or more, regardless of the percentage these constitute of all
the small entitios subject to the mie iim are experiencing given sconomic apact, the rule will be
presumed ineEég ble for certifiontion.”

Spot cleaning is conducted by dry cleaners, virtually all of which are small businesses. The
Mational Cleaners Association (NCA) estimates that there are some 23,550 retat] dry cleaning
establishments i the United States, having average sales of $250,797 and average profits of $17,809,
Ez dustry suppliers report that &0-90% of retail dr ry cleaners routingly order TCE for use on the spotiing

board (14,130 - 21,195 small bustuessesh.

Dhuring an EO 12886 meeting on Uetober 3, 2016, NCA pzuwded the foregoing and following
information. TCE is one of the most used spotting agents. TCE's effectivensss as a spol remover helps
cleaners minimize tme spent in siain removal and therelore control labor and operational costs, In most
small dry cleaning plants the stain removal technician is the highest paid employee. Depending on the
operation, labor reprasents 25-42% (average 30%) of the dry cleansry” costs. Assuming that only twelve
garments a day require five additional minutes of stain removal time, this will add one hour a day o the

spotter's labor, Assuming the spotter carns Just $35,000 per vear, one extra hour per day in a 6-day week,
with overtime involved, w zE result in an extra $7,875 in the spotter’s gross wages. 1t will also result in
increased viilities due to six additional hours per week of botler time and plant operation. It will alse
resulf i wasted or "iom& pmcﬁ ction in the pressing department as they walt longer for cleaned

ication of general notice of proposed
g with 3 statement providing the factual

i

shall pui‘s such certification i the Federal Register at the time of publ
ritle the rule or af the time of pub%uazzan of the final rule, f}i ot
basis for such certification.”

* Pinal Guidance for FPA Rulewriters: Regulatory Flexibility Act as amended by the Small Business Regudatory
Enforcement Fairness Act, hitlp ’.:-:wwwwa.;‘zm'.f’sitas;‘;:.srmim:tifmﬁﬁ 52{315--&)@@0&&&;zf:mz;;ﬂuEdarace~r&9ﬁcxac'E,L\’ciii
Table 2,

Gl
i
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garments, further ingreasi ﬂg labor vosts. Between labor and utilities, NCA estimated on oreased cost of
between 4-53% of gross sules.”™

Even the lowest increased cost estimated by NCA (4% of gross sales), at the low end of the range
of sall dry a::Ea:anin(f entities {14, }30 constitutes SISNUOSE as defined tn EPA s guidance, The
seonomie analysis i the docket scknow fedges a much larger universe of dry cleaning that use spot
removers (48 00“} bt concludes, with no factual supg mm that all of these are expeeted to experience cost

impacts that are less than one percent of thelr revenues™

Remarkably, neither the preamble to the proposed rule nor the economic analysis contains a
detatled “statement providing the factual basis for such cenification [of no SISNOSE] required by law ™
Rather, the latter includes a remarkably abstruse discussion of "market fatlure™ that could be inserted into
any analysis to support regulation in the absence of data specific to an industey or small business sector,”
It is respectfully submitted that this does not meet the requirements of the Retfumum Flexibility Act,

1L Failure to Comply with Motice Requircments of TSUA and Administrative Procedare Act

FPA™s TOE Work Plan Assessment is legally defi E nt i g more fundamental way, The drafi

f"sssa:w nent was entitied “Degreaser and Arts/Crafls Uses.” I siates that “EPA focused the assessment on

5 of T az a degreaser (Le., both in small commercial setlings and by consumers or hobbyists) and on
consumer use of TCE in piosi cig sed by individuals in the arts and crafls feld” {p. 14} Spot cleani ng is
mentioned only in fin, 8 “there were several spot cleaners for fabrics marketed to conswmers, but non
contained TCE; lsts of ingredients wers not available for a fow of the spot cleaners” There was no
reference at all to spot cleaning in the workplace. Yet, with no expiz-z.mztion the final TCE Work Plan
Assessment is entitled *Degreasing, Spof Cleaning and Arts & Crafts Uses” and includes “Commercial
use of TCE as a spotting agent at dry cleaning facilities” (p. 26).

The failure 1o notify dry cleaners that EPA was assessing a Key agent upon which they rely
clearly violates TSCA § &(b)(4)(H), which states: “The Administrator shall provide no less than 30 days

¥ hone/fwww resinto,sovinublic/idoiviewEG 1 2866 Mesting Triew Rulemtne&rin=2070-
AN mestingld=23 53 & acrnnym=3 /

Eee Beonomic Analysis of Proposed TSCA Section § Action on Trichloroetindene in Dry Cleaning Spat
Remurvers and %crobui E}V‘gzwms, at BS-15. The differsnce in nonber (}i“zzstaii shments 15 due 1o EPA s reliance
on data from decades ago when dry cleaning was o much larger sectorn,

Mt beging:
“Market fatlure can justify zovernment regulation; the major types of market faflares inchude the
foliowing:

« Negative externalitios, comumon property resources, and pubilic goods:
« Market power;
« Inadeguate or asymmetric information,

The copwrence of any of these mdit”ﬂ"“ justifios further
regulation to reduce nefficiencies in the allocation of socie
why negative exiernalifies and inag i;qmt;- o aaymmetrie inf

dry cleaning spot removers and agrosol degreasing products.”

inquiry into the need for governmend
*s resources, This section desoribes
vrrpation are present in the market for

Fod oy 242
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public notice and an ﬂpp@z’iuz@ii\-‘ for comment on a draft ‘i%ix evaluation prior to publishing a final z‘iSk
gvaluation.” That this is an “applicable requiremaent[] of § 87 for purposes of TSCA § 28014}, which
sets forth the requirements for EPA to rely upon mi\ assessments completed prior (o enactment of Ih&
Lautenberg Act, should be obvious. In @déz{zu 11, § 353 of the Administrative Procedure Act (APA)
requires all federal agencies w provide public notice md an opportunity for comment on all proposed
ules™ The APA definition of “rule”™ is broad and encompasses hackground data upon which the rule is
hased.

Because there was no notice that EPA was addrossing spot cleaning, there was no participation by
dry cleaner representatives and no peer review of the spot cleaning assessment, EPA based estimates of
workers/bystanders on census data “not adjusted o exclude job categories that lkely would not be present
at dry oleaning facilities, Thus, EPA s estimate likely overestimates the size of the pﬁpzzfaﬁm exposed,”™
Maoreover, EPA relied solely on a 2007 California smdv which it recognized may not be representative of
L% dry cleaning facilities. As dry cleaners had no notice that EPA was assessing spot clem mz«z inthe
workplace, they did not have an opportunity to comment on the exposure estimates or the study., Thus, the
minimal requirements of administrative procedure have not beers met in this mlemaking

Ag equally serious noties issue i3 presenied by EPA’s acknowledgement that it only evaluated the
commercial use of TCE for spot a:feamng at dry dwnmg facilities in the final Work Plan Assessment in
response (o pery reviewer comment. I1 s therefore obvious that the evaluation of this additional use in
the final risk assessment was not itself actuslly peer reviewed, Similarly, the sy ppium ital analyses
condunted by EPA to identify risks for the conunercial /zumoi degreasing use scenario and for various
parameters of exposure scenarios for TCE spot cleaner use in dry cleaning facilities were only done long
after completion of the Work Plan Assessment and after passage of the Lautenberg Act. Further, ﬁmsa
analyses have not besn peer reviewed, As noted above, peer review of these analyses 15 mcmmi by the
COMEB Fional Information Quality Bulletin for Peer Review and TSCA,

Iv. EPA’s Relinners on Alternatives is Unrealistic
TSCA § 6{o)2) provides:
Y CONSIDERATION OF ALTERMATIVES

“Based on the i’zi’{m‘nat%mz published under subparagraph (A}, in deciding whether 1o
pmfwiﬂ‘f or restrict in a manner that substantially prevents a specific condition of use of a
chemical aub:«iauu: ar mixture, and o setting an appropriate transition period for such
action, the Administrator shall consider, to the extent practicable, whether wehnieally and
eoonomically feasible alternatives that benefit health or the environms nt, compare d 1o th
uge 50 proposed 1o be pmh'z‘o' ited or restricted, will be reasos mbi available as a substitute
when the proposed prohibition or other restriction takes effect)”

SULS.C, § 553{h), {e) “General notice of proposed rulemaking shall be published in the Foderal Register, unipss
persons subject thereto arg named and either pezsozmii served or otherwise have sotual notice thereof in accardance
with faw, . . . Afle ice required by this section, the agency shall give intorested parsans an opparianity to
participate in the rulemaking thro ough submission of written data, views, or arguments with or without epportunity
for oval presentation”

O Work Plan Assaas ment, gt 116,
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The proposal suggests that n-propyl bromide (nPB), 'ptsrch39‘1‘0@’}“{3:1@ methyiens chloride, and
watar-based compounds could be used as altematives to TCE in spot cleaning. Many of these alternatives
are ineffective, hence the continued market dominance of the TCE-hased products. Moreover, there is
serious question whether a numixc" of these alternatives would realistically be available, given the
destgnation of nPB, pere chlorogthylene, and methylene chloride as prioniies for risk evaluation/ regulation

under TSCA § 6(by23 ALY

Quary how compounds s E tas nPB could be considered a “reasonably available”™ substitute for
TCE, much less how EPA could consider making such a finding in mm of th c fact that substitulion on
nPB in foam fabrication f’e?iowim reduction of the workplace Himit for methyvlene chloride s regarded as
a texthook exampia of “regrettable aui“c,umm\n Unlike TCE, which has a lon imto;’x of safe use in the
workplace, the sertous health impairments suffered by workers in those faciiities have been widely
documented. Mareover, an nPB industry represemtative staled at EPAs February 14, 2017 mesting on
scoping documents for the ten priority compounds that nPB s no longer used in dry cleaning st ail.

g
es

V. fzap Filling Porpose of TRCA

As originally enacted and as pdaf:ed by the Lautenberg Act, TRCA requires EPA to consult and
coordinate with other federal agencias “for the purpose of achieving the m taximum enforcoment of this Act
while Em; i 'ﬁl{: least burdens of du piiu}t ve requirements on those \a } ot to the Act and for other
pz”goqss cer and consumer haalth and safety fal under the jurisdictions, respectively, of OSHA and

he Consumer mecf Safety Commission (CPSCY The use of TCE in spot cleaning and aeroso! degreasing
iz already more than adeguately regulated under the OSH Act andfor the Federal Hazardous Substances Act
This comprehensive regulatory framework provides adequate protections with respect to the same potential
adverse impacts and potential exposure pathways targeted by the proposed rule. Taking steps that may lsad
to the vemoval of products from the r’mz‘k@?p%ace beecause workers or consurners failed to comply with the
existing legal requirements is not consistent with TSCA either ax initially enacted or as revised.

The basis for EPA’s broad assertion f”?jx risdiction over ccoupational and consumer uses is unclear.
The Lautenberg Act eliminated the requirewment in TSCA § 6(a) that EPA protect “against [unreasonable]
»RL sing the least burdensome requirgments,’ i}*ut did not materially change the existing framework that
requ irgs unreasonable risks to be addressed under statutory authort ,ty other than TSCA wiz arever possibile,
CPATs Tongstanding interpretation of this famework is as follows;

“Under section 9(a) 11 of TRCA, the Administrator is reguived to submit a report to
ancther Federal agency when two determinagtions ave made. The first determination is that
the Administrator has reasonable basis to conclude that 2 chemical substance or misture
presents or will present an uareasonable risk of njury to health or the enviromment. The
second defermination is that the unreasonable risk may be prevented or reduced to a
sufficient extent by action taken by another Federal sgency under a Federal law not
administered by EPA, Section 9(a¥ 1} provides that where the Admindstrator makes thess
rwo determinations, BEPA must provide an opportunity to the other Federal agency o
assess the risk described in the report, [0 Interpret s own statutory authorities, and to
initiate an action under the Federal faws that it admi ﬁe: I5.

“Accordingly, section 9{a){1) requires a report requesting the other aga ey (HTo

determine if the risk may be prevenied or redusced {0 a sufficient extent by action taken

81 Fed. Reg. 91927 (Dec, 19, 2016).

FTSCA § 9(d).
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under its authority, and {27 if so, to {ssue an order declaring whether or not the activities
described in the report present the risk described in the report,

“Under section Ha}2), EPA is prohibited from taking any action under section 6 or 7
with respect to the risk reported to another Federal agency pending a responsg to the
report from the ether Federal agency, There would be no similsr restriction on EPA for
any risks associated with a chemical substance or mixture that s not within the section
D{a) 1) determinations and therefore not part of the report submitied by EPA to the other
Federal agency.””

1t was clear from the outset that TSCA s to be used only whan other statutes fadl to provide g remedy
for un zw'mjmbi; risks. When TSCA was enacted in 1% ‘6 Ra}] resentative James Brovhill of North Carolina
indivated that “it was the intent of the conferees that the Toxic Substance Act not be used, when snother Act
is sufficient to regulate a particular risk.””" TSCA § 9{a) is substantively unchanged by t the Lautenberg Act.
The House Enugz\( and Commerce (Lommmcg E\g:pm states: “FLR. 2570 reinforces TSCA's origina! purpose
of filling gaps in Federal law that otherwise did not protect against the unreasonable risks presented by
chemicals,” and further clarifies that ®while § 3 makes no amendment to TSCA § 9(a), the Commitiee
believes that the Administrator should suma the experience of, and cctc o other agencies that have
relovant responsibility such ag the Department of Labor In cases involving occupational safety,”™”

Colloguies on the floor of the House of Representatives make this intent clear with specific reference
to TUE, most notably the following

“Mlr, SEIMELIS, Me, Speaker, | vield 2 minutes to the gentlewoman from Teonnessge
{Mrs, Blackburn), the vice i;hz-u*ai the full commitize.

Mes, BLACKRURN, Mr. Speaker, 1 do rise in support of the amendments to HLR 2576,
and I congratulate Chairman Shimkes on the wonderful job he has done. Mr. Speaker, |
vield to the gentleman from Hlinots (Mr. Shimkusy for the purpose of a brief colluquy to

clarify ong important element of the legislation.

My, € hannwn it iz my understanding that this bill reemphasives Congress' intent to avoid
duplinative tation through the TSCA law. [t does so i}} Arrying over two important
EPA camtm ats in section 9 of the axisting law whzi- adding a new, important provision
that would be found as new sectinn, $(0Y2)

It is my understanding that, a3 2 unified whole, this language, old and new, limits the
EPA’s ability to promulgate a rule under section 5 of TSCA 1o restrict or eliminate the
use of @ chemical when the Agenoy efther already regulates that chemical through a
different situte under itz own control and that authority sufficiently protects against a
risk of tnjury to human health or the envivonment, or a ditferent agency already regulates
that :.:hmmuj in 2 mamer that also sufficiently protects against the visk identitied by
EPA.

* 44 -Methylenedianiline; Decision to Report to the Oce *'*umz ional Bafety and Health Administration, 3¢ Fed. Reg.
(}"’4 {luly 3, 1985} EPA also has aoted under § %a) w refer .wbwﬁz}zcm gnd glyeol ethers to OSHA, 50 Fed,
Re:a, 41393 {Oct, 10, 1985y and 51 Fed, Rag. 18488 (May 20, 1986}, respectively, and to vefer dioxing in hieached

wood pulp and paper products 1o the Food and Drog Administration, 33 Fed. E{e‘m 3047 {Dec. 26, 19500,

197 Cong. Ree. H11344 (Sept. 28, 1976),

7 H. Rep. Mo, 114-176 (114" Cong., 1% Sess,) at 28,
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| the chatrman please confirm my understanding of section 97
Mr. SHIMEUS, Wil the gentlewoman vield?

Mrs, BLACKBURN, 1 vield to the gentleman from Ilinois.

Mrs, BLACKBURN. 1 thank the chainman, The changes vou have worked hard 1o
preserve in this negotiated bill are important. As the EPA's earlyv-stage efforts to regulaie
mathyvlene chloride and TCE under TSCA statute section 6 illustrate, they are also timely.

EPA stmply has to account for why a new regulation for methylene chioride and TCE
under TSCA 15 necessary since 15 own existing regulatory framework already
appropriately addresses risk to human health, New section G 2Y will fores the Agency
o o just that.

[ thank the chairman for his good wark””

Indeed, TSCA § 9 was strengthened by the Frank B, Lawtenberg Chemical Safety for the 215t
Century Act, and 1t was clear from the outset that TSCA is to be used on iy when other statutes fail to provide
a remedy for unreasonable risks. Reprasentative James Broyhill of Movth Carolina 'nd‘catmd that it was the
intent of the coni& ees that the Toxic Substance Act not be used, when another act is suffivient 0 z{:guéam a
particular risk.”” EPA applied this statutory directive in determining that the risk from 4,4'
methylensdianiiine (MDA} could be prevented or reduced fo a significant extent under the Docupational
Safety and Health Act, and reforring 1%1; matter for action by OSHAL™ And in an analysis of TSTA § 9,
EPA's Acting General Counsel concluded that "Congress sxpected EPA - paxu L—ui}v where the
Cocupational Bafety and Health Act was concerned — 10 err on the side of making referrals rather than
withholding them,””

There iz no gvidence that EPA has submitted 1o O5HA "a a repirt W Aich deseribes such risk and
ingludes fnsuch description a specification of the activity or "omb ustion of activities which the
Administralor has reason to believe so prosents such risk and includes in such description a specification of
the activity or combination of activities which the Administrator has reason to believe so presents such i
as required by TSCA § 9(a) 1} The non-existent report obviously did not “inclnde a detailed statement of the
information on which it is based” and was not *published in the Federal Register,” as required.

»

Had the required report been Bssued, 3t presumably would have identified how OSHA’s authority
over the workplace was insufficient to address the risks posed by spot cleaning and asrosol degreasing using
TCE. A letter from the Assistant Seoretary of Labor for Cecupational Safety and Health {undated but
apparently izsued on April 4, 2016} identifies Himits on O8HA"s authority to regulate hazardous substances
such as TCE, but it does not come close 10 meeting the requirements of TSCA for EPA action in this case,
The Aprll 2016 letter identifies no gap Spezziﬁc i spot cleaning or aeresol degrpasing in any particular
vategory of workplace, rather it simply recites how O8HA s authority does not extend to self-emploved

82 Cong, Ree, H3028 (May 24, 2016),
T122 Cong. Rev, H11344 (Sept. 28, 1978)
50 Fed. Reg. 27674 (fuly 5, 1985),

" Memorandum to Lee M. Thomas from Gerald B Yamada, June 7, 1985, 0. 2,
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workers, military person nnel, and consumer uses. But tose are Hmitations that were imposed by Congress

and have existed since the Occupational Safety and Health Aot was enacted (six vears before enactment of

TECA)Y Those limitations apply to every use of ev ery toxic substance. Congress cannot have meant, in

enacting “gap-filling” lug m}amm to open the door to EPA assuming all authority over the use of hazardm
substances in the workp 1age.

IFEPA were to identify a category of exposure deemed to present a risk that is unreasonable, these
considerations indicate that referral under § 9(a) would be the approprzam course,” It is clear from Section
9{n) that TSCA s 10 be used only when ofhu statutes fail to provide a remedy for unreasonable risks.

Attachments

Appendix
‘%p;:»& ndix
ppendis
A ppendix
Appendix
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* As noted & 9w provides that if the Administrator has reasonable basi sn conclude that an
uz‘wmnmi 3: mi\ ni m;fm is preseated, and he determines, in his discretion, that the ris mm b prevented or

sufficiently reduced by action under another federal statute not administered by EPA, ‘ii e Administrator shall
submiit a report to thal agency describing the risk, In the report, the Administrator shall chxseai that the agenoy
determine if the risk can be prevented or sufficiently reduced by action under the law administered by that agency; it
50, the other sgency is 1o dssue an order declaring whether the visk deseribed in the Administrator’s report s
p"fae*zted and 15 1o respond to the Administrator regarding s prevention or reduction. The Administator may seta

ime (of not less than 90 days) within which the response is to be made. The other agency rmust publish its respon
in the Federal Register, It the other agency decides that the risk deseribed is not presented, or within 80 days of
publication in the Federal Register {nitiates action ty proteet against the risk, EPA may not take any action under § 6
of TSCA,

g
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